
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/13 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 12-0327 Ranitidine Accord 150 mg 

film-coated tablets, Film-

coated tablets, 150 mg

Ranitidinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/2077/001/IA/010/G

2 12-0328 Ranitidine Accord 300 mg 

film-coated tablets, Film-

coated tablets, 300 mg

Ranitidinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/2077/002/IA/010/G

3 06-0269 Domperidon Actavis 10 mg 

tablets, Tablets, 10 mg

Domperidonum Actavis Group 

PTC ehf., Īslande

EE/H/0229/001/IA/019/G

4 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/005

5 08-0156 Vinorelbine Actavis 10 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 10 

mg/ml

Vinorelbinum Actavis Group 

PTC ehf., Īslande

UK/H/1082/001/IB/019/G

6 05-0616 Fosinopril Actavis 10 mg 

tablets, Tablets, 10 mg

Fosinoprilum 

natricum

Actavis Nordic 

A/S, Dānija

SE/H/0531/002/IA/033

7 05-0616 Fosinopril Actavis 10 mg 

tablets, Tablets, 10 mg

Fosinoprilum 

natricum

Actavis Nordic 

A/S, Dānija

SE/H/0531/002/IA/032/G

8 05-0617 Fosinopril Actavis 20 mg 

tablets, Tablets, 20 mg

Fosinoprilum 

natricum

Actavis Nordic 

A/S, Dānija

SE/H/0531/003/IA/032/G

9 05-0617 Fosinopril Actavis 20 mg 

tablets, Tablets, 20 mg

Fosinoprilum 

natricum

Actavis Nordic 

A/S, Dānija

SE/H/0531/003/IA/033

10 14-0032 Kalmente 50 

micrograms/actuation nasal 

spray, suspension, Nasal 

spray, suspension, 50 

μg/actuation

Mometasoni furoas ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

DK/H/2275/001/II/005

11 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/IA/063

12 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/IA/063

13 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/IA/063

14 10-0640 Vimovo 500 mg/20 mg 

modified-release tablets, 

Modified release tablet, 500 

mg/20 mg

Naproxenum, 

Esomeprazolum

AstraZeneca AB, 

Zviedrija

NL/H/1848/001/IB/021

15 06-0249 Albumin Baxalta 200 g/l 

solution for infusion, Solution 

for infusion, 200 g/l

Albuminum 

humanum

Baxalta 

Innovations 

GmbH, Austrija

DE/H/0474/002/IB/046
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16 06-0248 Albumin Baxalta 50 g/l 

solution for infusion, Solution 

for infusion, 50 g/l

Albuminum 

humanum

Baxalta 

Innovations 

GmbH, Austrija

DE/H/0474/001/IB/046

17 12-0095 Priligy 30 mg film-coated 

tablets, Film-coated tablets, 

30 mg

Dapoxetinum Berlin-Chemie AG 

(Menarini Group), 

Vācija

SE/H/0718/001/IB/020

18 12-0096 Priligy 60 mg film-coated 

tablets, Film-coated tablets, 

60 mg

Dapoxetinum Berlin-Chemie AG 

(Menarini Group), 

Vācija

SE/H/0718/002/IB/020

19 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/IB/009

20 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/II/007

21 08-0103 Volulyte 6% solution for 

infusion, Solution for 

infusion, 6 %

Poly(O-2-

hydroxyethyl) 

amylum, Natrii 

acetas trihydricus, 

Natrii chloridum, 

Kalii chloridum, 

Magnesii 

chloridum 

hexahydricum

Fresenius Kabi 

Deutschland 

GmbH, Vācija

DE/H/xxxx/IA/84

2/G

DE/H/0619/001/IA/027/G

22 08-0103 Volulyte 6% solution for 

infusion, Solution for 

infusion, 6 %

Poly(O-2-

hydroxyethyl) 

amylum, Natrii 

acetas trihydricus, 

Natrii chloridum, 

Kalii chloridum, 

Magnesii 

chloridum 

hexahydricum

Fresenius Kabi 

Deutschland 

GmbH, Vācija

DE/H/0619/001/IA/028

23 12-0048 Carboplatin Kabi 10 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 10 

mg/ml

Carboplatinum Fresenius Kabi 

Oncology Plc., 

Lielbritānija

UK/H/4181/001/IB/011

24 09-0260 Paclitaxel Kabi 6 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 6 mg/ml

Paclitaxelum Fresenius Kabi 

Polska Sp.z o.o., 

Polija

UK/H/1335/001/IB/033

25 09-0096 Lunaldin 100 micrograms 

sublingual tablets, Sublingual 

tablets, 100 μg

Fentanylum Gedeon Richter 

Plc., Ungārija

SE/H/0575/002/IA/026

26 09-0097 Lunaldin 200 micrograms 

sublingual tablets, Sublingual 

tablets, 200 μg

Fentanylum Gedeon Richter 

Plc., Ungārija

SE/H/0575/003/IA/026

27 09-0098 Lunaldin 300 micrograms 

sublingual tablets, Sublingual 

tablets, 300 μg

Fentanylum Gedeon Richter 

Plc., Ungārija

SE/H/0575/004/IA/026

28 09-0099 Lunaldin 400 micrograms 

sublingual tablets, Sublingual 

tablets, 400 μg

Fentanylum Gedeon Richter 

Plc., Ungārija

SE/H/0575/005/IA/026

29 09-0100 Lunaldin 600 micrograms 

sublingual tablets, Sublingual 

tablets, 600 μg

Fentanylum Gedeon Richter 

Plc., Ungārija

SE/H/0575/006/IA/026
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30 09-0101 Lunaldin 800 micrograms 

sublingual tablets, Sublingual 

tablets, 800 μg

Fentanylum Gedeon Richter 

Plc., Ungārija

SE/H/0575/007/IA/026

31 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

2/G

FR/H/0251/002/IA/120/G

32 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/xxxx/IA/06

2/G

DE/H/0137/001/IA/105/G

33 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

2/G

DE/H/0466/003/IA/136/G

34 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

2/G

DE/H/0210/001/IA/118/G

35 07-0308 Priorix-Tetra powder and 

solvent for solution for 

injection in pre-filled syringe, 

Powder and solvent for 

solution for injections in pre-

filled syringe

Virus morbilli 

(stirps Schwarzi), 

vivum, attenuatum, 

Virus parotitidis 

epidemici, vivum, 

attenuatum, Virus 

rubellae, vivum, 

attenuatum, Virus 

varicellae, vivum, 

attenuatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/IA/06

2/G

DE/H/0468/001/IA/080/G

36 10-0153 Ulprix 20 mg gastro-resistant 

tablets, Gastro-resistant 

tablets, 20 mg

Pantoprazolum Glenmark 

Pharmaceuticals 

s.r.o., Čehija

DK/H/1584/001/II/018/G

37 07-0052 Amlocard B 10 mg tablets, 

Tablets, 10 mg

Amlodipinum Hexal AG, Vācija DK/H/0964/003/IB/090

38 07-0050 Amlocard B 5 mg tablets, 

Tablets, 5 mg

Amlodipinum Hexal AG, Vācija DK/H/0964/001/IB/090

39 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/IB/011
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40 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/IB/011

41 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/IB/011

42 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/IB/011

43 05-0553 Ampril HD 5 mg/25 mg 

tablets, Tablets, 5 mg/25 mg

Ramiprilum, 

Hydrochloro-

thiazidum

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/0845/002/II/027

44 05-0552 Ampril HL 2,5 mg/12,5 mg 

tablets, Tablets, 2,5 mg/12,5 

mg

Ramiprilum, 

Hydrochloro-

thiazidum

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/0845/001/II/027

45 13-0207 Septanazal 0,5 mg/50 mg/ml 

nasal spray, solution for 

children, Nasal spray, 

solution, 0,5 mg/50 mg/ml

Xylometazolini 

hydrochloridum, 

Dexpanthenolum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0170/002/IA/008

46 13-0208 Septanazal 1 mg/50 mg/ml 

nasal spray, solution for 

adults, Nasal spray, solution, 

1 mg/50 mg/ml

Xylometazolini 

hydrochloridum, 

Dexpanthenolum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0170/001/IA/008

47 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/IA/018

48 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/IA/019

49 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/IA/018

50 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/IA/019

51 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/IA/019

52 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/IA/017/G

53 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/IA/019

54 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/IA/017/G

55 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/IA/018
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56 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/IA/019

57 07-0196 Valsacor 160 mg film-coated 

tablets, Film-coated tablets, 

160 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0132/003/IA/032

58 10-0080 Valsacor 320 mg film-coated 

tablets, Film-coated tablets, 

320 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0132/004/IA/032

59 07-0194 Valsacor 40 mg film-coated 

tablets, Film-coated tablets, 

40 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0132/001/IA/032

60 07-0195 Valsacor 80 mg film-coated 

tablets, Film-coated tablets, 

80 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0132/002/IA/032

61 15-0320 Asembix 10 mg/10 mg film-

coated tablets, Film-coated 

tablets, 10 mg/10 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0391/004/IA/003/G

62 15-0321 Asembix 10 mg/5 mg film-

coated tablets, Film-coated 

tablets, 10 mg/5 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0391/003/IA/003/G

63 15-0322 Asembix 5 mg/10 mg film-

coated tablets, Film-coated 

tablets, 5 mg/10 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0391/002/IA/003/G

64 15-0323 Asembix 5 mg/5 mg film-

coated tablets, Film-coated 

tablets, 5 mg/5 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0391/001/IA/003/G

65 08-0118 Perindopril 

arginine/Amlodipine Servier 

10 mg/10 mg tablets, Tablets, 

10 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0326/004/IA/044/G

66 08-0117 Perindopril 

arginine/Amlodipine Servier 

10 mg/5 mg tablets, Tablets, 

10 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0326/003/IA/044/G

67 08-0116 Perindopril 

arginine/Amlodipine Servier 5 

mg/10 mg tablets, Tablets, 5 

mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0326/002/IA/044/G

68 08-0115 Perindopril 

arginine/Amlodipine Servier 5 

mg/5 mg tablets, Tablets, 5 

mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0326/001/IA/044/G

69 05-0264 Prestarium 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

FR/H/XXXX/IA/

109/G

FR/H/0265/003/IA/059/G

70 10-0270 Prestarium 10 mg 

orodispersible tablets, 

Orodispersible tablets, 10 mg

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

FR/H/XXXX/IA/

109/G

FR/H/0265/006/IA/059/G

71 05-0262 Prestarium 2.5 mg film-coated 

tablets, Film-coated tablets, 

2.5 mg

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

FR/H/XXXX/IA/

109/G

FR/H/0265/001/IA/059/G
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72 05-0263 Prestarium 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

FR/H/XXXX/IA/

109/G

FR/H/0265/002/IA/059/G

73 10-0269 Prestarium 5 mg 

orodispersible tablets, 

Orodispersible tablets, 5 mg

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

FR/H/XXXX/IA/

109/G

FR/H/0265/005/IA/059/G

74 08-0114 Presteram 10 mg/10 mg 

tablets, Tablets, 10 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0325/004/IA/044/G

75 08-0113 Presteram 10 mg/5 mg tablets, 

Tablets, 10 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0325/003/IA/044/G

76 08-0112 Presteram 5 mg/10 mg tablets, 

Tablets, 5 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0325/002/IA/044/G

77 08-0111 Presteram 5 mg/5 mg tablets, 

Tablets, 5 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/IA/11

5/G

FR/H/0325/001/IA/044/G

78 15-0327 Prestilol 10 mg/10 mg film-

coated tablets, Film-coated 

tablets, 10 mg/10 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0390/004/IA/005/G

79 15-0328 Prestilol 10 mg/5 mg film-

coated tablets, Film-coated 

tablets, 10 mg/5 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0390/003/IA/005/G

80 15-0329 Prestilol 5 mg/10 mg film-

coated tablets, Film-coated 

tablets, 5 mg/10 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0390/002/IA/005/G

81 15-0330 Prestilol 5 mg/5 mg film-

coated tablets, Film-coated 

tablets, 5 mg/5 mg

Bisoprololi 

fumaras, 

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

HU/H/xxxx/IA/01

9/G

HU/H/0390/001/IA/005/G

82 11-0040 Willfact 1000 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 

1000 IU

Factor humanus 

von Willebrandi

LFB 

Biomedicaments, 

Francija

DE/H/1935/001/II/018/G

83 15-0033 Willfact 2000 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 

2000 IU

Factor humanus 

von Willebrandi

LFB 

Biomedicaments, 

Francija

DE/H/1935/003/II/018/G

84 15-0032 Willfact 500 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 500 

IU

Factor humanus 

von Willebrandi

LFB 

Biomedicaments, 

Francija

DE/H/1935/002/II/018/G

85 10-0602 Opexa 20 mg tablets, Tablets, 

20 mg

Bilastinum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

DE/H/2300/001/IB/021
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86 08-0177 Norspan 10 micrograms/hour 

transdermal patch, 

Transdermal patch, 10 

micrograms/hour

Buprenorphinum Mundipharma 

GmbH, Austrija

DK/H/0718/002/II/024

87 08-0178 Norspan 20 micrograms/hour 

transdermal patch, 

Transdermal patch, 20 

micrograms/hour

Buprenorphinum Mundipharma 

GmbH, Austrija

DK/H/0718/003/II/024

88 08-0176 Norspan 5 micrograms/hour 

transdermal patch, 

Transdermal patch, 5 

micrograms/hour

Buprenorphinum Mundipharma 

GmbH, Austrija

DK/H/0718/001/II/024

89 14-0046 Breso 50 

micrograms/actuation nasal 

spray, suspension, Nasal 

spray, suspension, 50 

µg/actuation

Mometasoni furoas Norameda UAB, 

Lietuva

DK/H/2338/001/II/005

90 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/IB/004

91 07-0099 Absenor 500 mg prolonged 

release tablets, Prolonged-

release tablets, 500 mg

Natrii valproas Orion Corporation, 

Somija

DE/H/1910/002/IA/023/G

92 11-0119 Escitalopram Orion 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Escitalopramum Orion Corporation, 

Somija

FI/H/0873/002/IB/014

93 11-0120 Escitalopram Orion 15 mg 

film-coated tablets, Film-

coated tablets, 15 mg

Escitalopramum Orion Corporation, 

Somija

FI/H/0873/003/IB/014

94 11-0121 Escitalopram Orion 20 mg 

film-coated tablets, Film-

coated tablets, 20 mg

Escitalopramum Orion Corporation, 

Somija

FI/H/0873/004/IB/014

95 11-0118 Escitalopram Orion 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Escitalopramum Orion Corporation, 

Somija

FI/H/0873/001/IB/014

96 14-0041 Levidon 750 micrograms 

tablets, Tablets, 750 µg

Levonorgestrelum Orivas UAB, 

Lietuva

NL/H/2749/001/IB/006

97 14-0041 Levidon 750 micrograms 

tablets, Tablets, 750 µg

Levonorgestrelum Orivas UAB, 

Lietuva

NL/H/2749/001/IB/004

98 06-0048 Inspra 25 mg film-coated 

tablets, Film-coated tablets, 

25 mg

Eplerenonum Pfizer Europe MA 

EEIG, Lielbritānija

NL/H/xxxx/WS/2

10

NL/H/0506/001/WS/043

99 06-0049 Inspra 50 mg film-coated 

tablets, Film-coated tablets, 

50 mg

Eplerenonum Pfizer Europe MA 

EEIG, Lielbritānija

NL/H/xxxx/WS/2

10

NL/H/0506/002/WS/043

100 16-0129 Atosiban PharmIdea 37.5 

mg/5 ml concentrate for 

solution for infusion, 

Concentrate for solution for 

infusion, 37.5 mg/5 ml

Atosibanum PharmIdea, SIA, 

Latvija

AT/H/0566/002/IB/003/G

101 16-0128 Atosiban PharmIdea 6.75 

mg/0.9 ml solution for 

injection, Solution for 

injection, 6.75 mg/0.9 ml

Atosibanum PharmIdea, SIA, 

Latvija

AT/H/0566/001/IB/003/G

102 16-0152 Alendronic 

acid/Colecalciferol Sandoz 70 

mg/5600 IU tablets, Tablets, 

70 mg/5600 IU

Acidum 

alendronicum, 

Colecalciferolum

Sandoz d.d., 

Slovēnija

NL/H/3578/001/IB/001
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103 06-0287 Ciprofloxacin Sandoz 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Ciprofloxacinum Sandoz d.d., 

Slovēnija

NL/H/0305/002/IA/035

104 15-0104 Coxitor 120 mg film-coated 

tablets, Film-coated tablets, 

120 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/004/II/002

105 15-0102 Coxitor 60 mg film-coated 

tablets, Film-coated tablets, 

60 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/002/II/002

106 15-0103 Coxitor 90 mg film-coated 

tablets, Film-coated tablets, 

90 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/003/II/002

107 16-0220 Omeprazole Sandoz 40 mg 

powder for solution for 

infusion, Powder for solution 

for infusion, 40 mg

Omeprazolum Sandoz d.d., 

Slovēnija

NL/H/0719/001/IB/026

108 09-0505 Vancomycin Sandoz 1000 mg 

powder for solution for 

infusion, Powder for solution 

for infusion, 1000 mg

Vancomycinum Sandoz d.d., 

Slovēnija

UK/H/1383/002/IB/020/G

109 06-0214 Azithromycin Sandoz 250 mg 

film-coated tablets, Film-

coated tablets, 250 mg

Azithromycinum Sandoz GmbH, 

Austrija

DE/H/1903/001/IB/036/G

110 06-0215 Azithromycin Sandoz 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Azithromycinum Sandoz GmbH, 

Austrija

DE/H/1903/002/IB/036/G

111 16-0148 Paclitaxel SanoSwiss 6 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 6 mg/ml

Paclitaxelum SanoSwiss UAB, 

Lietuva

DE/H/3122/001/IA/011

112 06-0044 Cladosol 100 mg hard 

capsules, Hard capsules, 100 

mg

Itraconazolum Stada Arzneimittel 

AG, Vācija

DK/H/0809/001/IA/016/G

113 05-0474 Mirtastad 15 mg film-coated 

tablets, Film-coated tablets, 

15 mg

Mirtazapinum Stada Arzneimittel 

AG, Vācija

DE/H/3354/001/IA/014

114 05-0475 Mirtastad 30 mg film-coated 

tablets, Film-coated tablets, 

30 mg

Mirtazapinum Stada Arzneimittel 

AG, Vācija

DE/H/3354/002/IA/014

115 16-0092 Amlodipine/Valsartan Teva 

10 mg/160 mg film-coated 

tablets, Film-coated tablets, 

10 mg/ 160 mg

Amlodipinum, 

Valsartanum

Teva B.V., 

Nīderlande

DE/H/4275/003/IB/001/G

116 16-0091 Amlodipine/Valsartan Teva 5 

mg/160 mg film-coated 

tablets, Film-coated tablets, 5 

mg/160 mg

Amlodipinum, 

Valsartanum

Teva B.V., 

Nīderlande

DE/H/4275/002/IB/001/G

117 16-0131 Emtricitabine/Tenofovir 

disoproxil Teva 200 mg/245 

mg film-coated tablets, Film-

coated tablets, 200 mg/245 

mg

Emtricitabinum, 

Tenofovirum 

disoproxilum

Teva B.V., 

Nīderlande

NL/H/3432/001/IB/001/G

118 16-0149 Rosuvastatin Teva Pharma 10 

mg film-coated tablets, Film-

coated tablets, 10 mg

Rosuvastatinum Teva B.V., 

Nīderlande

DK/H/2293/002/II/008

119 16-0150 Rosuvastatin Teva Pharma 20 

mg film-coated tablets, Film-

coated tablets, 20 mg

Rosuvastatinum Teva B.V., 

Nīderlande

DK/H/2293/003/II/008
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120 16-0151 Rosuvastatin Teva Pharma 40 

mg film-coated tablets, Film-

coated tablets, 40 mg

Rosuvastatinum Teva B.V., 

Nīderlande

DK/H/2293/004/II/008

121 14-0087 Perindopril/Amlodipine Teva 

10 mg/10 mg tablets, Tablets, 

10 mg/10 mg

Perindoprili tosilas, 

Amlodipinum

Teva Pharma B.V., 

Nīderlande

NL/H/2842/004/IA/018

122 14-0086 Perindopril/Amlodipine Teva 

10 mg/5 mg tablets, Tablets, 

10 mg/5 mg

Perindoprili tosilas, 

Amlodipinum

Teva Pharma B.V., 

Nīderlande

NL/H/2842/003/IA/018

123 14-0085 Perindopril/Amlodipine Teva 

5 mg/10 mg tablets, Tablets, 5 

mg/10 mg

Perindoprili tosilas, 

Amlodipinum

Teva Pharma B.V., 

Nīderlande

NL/H/2842/002/IA/018

124 14-0084 Perindopril/Amlodipine Teva 

5 mg/5 mg tablets, Tablets, 5 

mg/5 mg

Perindoprili tosilas, 

Amlodipinum

Teva Pharma B.V., 

Nīderlande

NL/H/2842/001/IA/018

125 13-0088 Perindopril/Indapamide Teva 

2.5 mg/0.625 mg film-coated 

tablets, Film-coated tablets, 

2.5 mg/0.625 mg

Perindoprili tosilas, 

Indapamidum

Teva Pharma B.V., 

Nīderlande

NL/H/2467/001/IB/016

126 13-0089 Perindopril/Indapamide Teva 

5 mg/1.25 mg film-coated 

tablets, Film-coated tablets, 5 

mg/1.25 mg

Perindoprili tosilas, 

Indapamidum

Teva Pharma B.V., 

Nīderlande

NL/H/2467/002/IB/016

127 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/IA/165/G

128 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/IA/165/G

129 16-0102 Bosentan Welding 125 mg 

film-coated tablets, Film-

coated tablets, 125 mg

Bosentanum Welding GmbH & 

Co.KG, Vācija

NL/H/3421/002/IB/003

130 16-0102 Bosentan Welding 125 mg 

film-coated tablets, Film-

coated tablets, 125 mg

Bosentanum Welding GmbH & 

Co.KG, Vācija

NL/H/3421/002/

131 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/IA/001

132 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/IB/003

133 14-0219 Dioppex 1000 mg/12.2 mg 

powder for oral solution, 

Powder for oral solution, 

1000 mg/12.2 mg

Paracetamolum, 

Phenylephrini 

hydrochloridum

Wick Pharma, 

Vācija

UK/H/1189/001/IB/012

134 09-0089 Lozap H 50 mg/12.5 mg film-

coated tablets, Film-coated 

tablets, 50 mg/12.5 mg

Losartanum 

kalicum, 

Hydrochloro-

thiazidum

Zentiva, k.s., 

Čehija

CZ/H/0117/001/II/028/G

135 13-0021 Osaver 20 mg film-coated 

tablets, Film-coated tablets, 

20 mg

Olmesartanum 

medoxomilum

Zentiva, k.s., 

Čehija

CZ/H/0430/002/II/010
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136 13-0022 Osaver 40 mg film-coated 

tablets, Film-coated tablets, 

40 mg

Olmesartanum 

medoxomilum

Zentiva, k.s., 

Čehija

CZ/H/0430/003/II/010

137 07-0271 Risendros 35 mg film-coated 

tablets, Film-coated tablets, 

35 mg

Natrii risedronas Zentiva, k.s., 

Čehija

CZ/H/0135/001/II/022

Zāļu reģistrācijas 

departamenta  Efektivitātes 

un drošuma izvērtēšanas 

nodaļas vadītāja I.Eglīte
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