Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/146 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

Nr.p.k. Reg. forma, stiprums/ Akavas vielas apliecibas procediiras Procediiras numurs
numurs .. nosaukums [_ T,
koncentracija Ipasnieks, valsts| numurs
1 2 3 4 5 6 7

1 09-0185 |Mycophenolate Mofetil Mycophenolas Accord Healthcare UK/H/1055/001/1A/032/G
Accord 500 mg film-coated  |mofetil Limited,
tablets, Film-coated tablets, Lielbritanija
500 mg

2 16-0132 |Esomeprazole Actavis 40 mg |Esomeprazolum Actavis Group PT/H/1414/001/P/001
powder for solution for PTC ehf., Islande
injection/infusion, Powder for
solution for injection/infusion,
40 mg

3 17-0216 |Progesterone Actavis 400 mg |Progesteronum Actavis Group UK/H/6113/001/1B/001
pessaries, Pessaries, 400 mg PTC ehf., Islande

4 16-0110 |Tadalafil Actavis 20 mg film- [Tadalafilum Actavis Group SE/H/1531/004/1B/004
coated tablets, Film-coated PTC ehf,, Islande
tablets, 20 mg

5 16-0109 |Tadalafil Actavis 5 mg film- [Tadalafilum Actavis Group SE/H/1531/002/1B/004
coated tablets, Film-coated PTC ehf,, Islande
tablets, 5 mg

6 06-0108 [Naltrexone aop 50 mg film- | Naltrexoni AOP Orphan IE/H/0153/001/1A/016/G
coated tablets, Film-coated hydrochloridum Pharmaceuticals
tablets, 50 mg AG, Austrija

7 09-0032  |Metformin Aurobindo 1000 |Metformini Aurobindo Pharma NL/H/1459/003/1B/052/G
mg film-coated tablets, Film- |hydrochloridum (Malta) Limited,
coated tablets, 1000 mg Malta

8 09-0030 |Metformin Aurobindo 500 mg|Metformini Aurobindo Pharma NL/H/1459/001/1B/052/G
film-coated tablets, Film- hydrochloridum (Malta) Limited,
coated tablets, 500 mg Malta

9 09-0031 [Metformin Aurobindo 850 mg|Metformini Aurobindo Pharma NL/H/1459/002/1B/052/G
film-coated tablets, Film- hydrochloridum (Malta) Limited,
coated tablets, 850 mg Malta

10 11-0290 |lbustar Kids 100 mg/5 ml oral |Ibuprofenum Berlin-Chemie AG DE/H/2463/001/1B/010/G
suspension, Oral suspension, (Menarini Group),
20 mg/ml Vacija

11 15-0268 |lbustar Kids 200 mg/5 ml oral |Ibuprofenum Berlin-Chemie AG DE/H/2598/002/1B/015/G
suspension, Oral suspension, (Menarini Group),
40 mg/ml Vacija

12 12-0060 |APO-go PEN 10 mg/ml Apomorphini Britannia UK/H/0342/001/1A/093
solution for injection, hydrochloridum Pharmaceuticals
Solution for injection, 10 Limited,
mg/ml Lielbritanija

13 13-0205 |Salofalk 1.5 g gastro-resistant |Mesalazinum Dr. Falk Pharma DE/H/0363/004/IA/052
prolonged release granules, GmbH, Vacija
Gastro-resistant prolonged
release granules, 1.5 g

14 13-0204 |Salofalk 1000 mg gastro- Mesalazinum Dr. Falk Pharma DE/H/0363/002/1A/052
resistant prolonged release GmbH, Vacija
granules, Gastro-resistant
prolonged release granules,
1000 mg

15 13-0206 |Salofalk 3 g gastro-resistant |Mesalazinum Dr. Falk Pharma DE/H/0363/007/1A/052

prolonged release granules,
Gastro-resistant prolonged
release granules, 3 g

GmbH, Vacija
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16 13-0203 |Salofalk 500 mg gastro- Mesalazinum Dr. Falk Pharma DE/H/0363/001/1A/052
resistant prolonged release GmbH, Vicija
granules, Gastro-resistant
prolonged release granules,
500 mg
17 09-0165 |Pramipexole ELVIM 0.7 mg |Pramipexolum Elvim, SIA, DK/H/1419/004/1A/019
tablets, Tablets, 0.7 mg Latvija
18 08-0103  |Volulyte 6% solution for Poly(O-2- Fresenius Kabi DE/H/xxxx/IA/|DE/H/0619/001/IA/030/G
infusion, Solution for hydroxyethyl) Deutschland 886/G
infusion, 6% amylum, Natrii GmbH, Vacija
acetas trihydricus,
Natrii chloridum,
Kalii chloridum,
Magnesii
chloridum
hexahydricum
19 09-0045 |Gemcit 38 mg/ml powder for |Gemcitabinum Fresenius Kabi UK/H/2569/001/1B/035/G
solution for infusion, Powder Polska Sp.z 0.0.,
for solution for infusion, 38 Polija
mg/ml
20 16-0254 [Levomethadone G.L.Pharma |Levomethadoni G.L. Pharma AT/H/0645/001/IA/003
5 mg/ml concentrate for oral |hydrochloridum GmbH, Austrija
solution, Concentrate for oral
solution, 5 mg/ml
21 10-0446 |Hemosol BO solution for Natrii Gambro Lundia SE/H/0171/001/1A/044/G
haemodialysis/haemofiltration |hydrogenocarbonas |AB, Zviedrija
, Solution for , Natrii chloridum,
haemodialysis/haemofiltration |Calcii chloridum
dihydricum,
Magnesii
chloridum
hexahydricum,
Acidum lacticum
22 13-0032  |Levosert 20 micrograms/24  |Levonorgestrelum |Gedeon Richter UK/H/3030/001/1A/019
hours intrauterine delivery Plc., Ungarija
system, Intrauterine system,
20 pg/24 hours
23 05-0197  [Fluarix suspension for Vaccinum GlaxoSmithKline DE/H/0124/001/1B/117
injection in a pre-filled influenzae Biologicals S.A.,
syringe, Suspension for inactivatum ex Belgija
injection in a pre-filled virorum fragmentis
syringe, 0.5 ml praeparatum
24 99-0033  |Augmentin 1000 mg/200 mg |Amoxicillinum, GlaxoSmithKline DE/H/2809/003/1A/025
powder for solution for Acidum Latvia, SIA,
injection or infusion, Powder |clavulanicum Latvija
for solution for injection or
infusion, 1000 mg/200 mg
25 99-0039  |Augmentin 400 mg/57 mg/5 |Amoxicillinum, GlaxoSmithKline |DE/H/xxxx/W [UK/H/4737/001/WS/017
ml powder for oral Acidum Latvia, SIA, S/344
suspension, Powder for oral  |clavulanicum Latvija
suspension, 400 mg/57 mg/5
ml
26 99-0034  |Augmentin 500 mg/125 mg  |Amoxicillinum, GlaxoSmithKline |DE/H/xxxx/W [UK/H/4738/001/WS/014
film-coated tablets, Film- Acidum Latvia, SIA, S/344
coated tablets, 500 mg/125 clavulanicum Latvija

mg
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27 14-0082 [Dotarem 0.5 mmol/ml Acidum Guerbet SA, NL/H/0381/001/1A/059
solution for injection in vial, |gadotericum Francija
Solution for injection in vial,
0.5 mmol/ml
28 14-0083 [Dotarem 0.5 mmol/ml Acidum Guerbet SA, NL/H/0381/002/1A/059
solution for injection in vials |gadotericum Francija
(for multiple use), Solution
for injection in vial, 0.5
mmol/ml
29 12-0178 |Co-Olimestra 20 mg/12.5 mg [Olmesartanum KRKA, d.d., Novo DK/H/2111/001/1A/011/G
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 20 mg/12.5 mg |Hydro-
chlorothiazidum
30 12-0179 |Co-Olimestra20 mg/25 mg  |Olmesartanum KRKA, d.d., Novo DK/H/2111/002/1A/011/G
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 20 mg/25 mg |Hydro-
chlorothiazidum
31 12-0180 |Co-Olimestra 40 mg/12.5 mg [Olmesartanum KRKA, d.d., Novo DK/H/2111/003/1A/011/G
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 40 mg/12.5 mg |Hydro-
chlorothiazidum
32 12-0181 |Co-Olimestra 40 mg/25 mg  |Olmesartanum KRKA, d.d., Novo DK/H/2111/004/1A/011/G
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 40 mg/25 mg |Hydro-
chlorothiazidum
33 16-0191 |Dexamethason Krka 20 mg Dexamethasonum |KRKA, d.d., Novo HU/H/0399/003/1A/004
tablets, Tablets, 20 mg mesto, Slovénija
34 16-0189 |Dexamethason Krka 4 mg Dexamethasonum |KRKA, d.d., Novo HU/H/0399/001/1A/004
tablets, Tablets, 4 mg mesto, Slovénija
35 16-0192 |Dexamethason Krka 40 mg Dexamethasonum |KRKA, d.d., Novo HU/H/0399/004/1A/004
tablets, Tablets, 40 mg mesto, Slovénija
36 16-0190 |Dexamethason Krka 8 mg Dexamethasonum |KRKA, d.d., Novo HU/H/0399/002/1A/004
tablets, Tablets, 8 mg mesto, Slovénija
37 09-0516 |Valsacombi 160 mg/12.5 mg |Valsartanum, KRKA, d.d., Novo CZ/H/0233/002/1B/021
film-coatad tablets, Film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, 160 mg/12.5 |um
mg
38 09-0517 |Valsacombi 160 mg/25 mg Valsartanum, KRKA, d.d., Novo CZ/H/0233/003/1B/021
film-coated tablets, Film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, 160 mg/25 mg |um
39 09-0515 |Valsacombi 80 mg/12.5 mg |Valsartanum, KRKA, d.d., Novo CZ/H/0233/001/1B/021
film-coated tablets, Film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, 80 mg/12.5 mg Jum
40 11-0088 |Valsartan/hydrochlorothiazide | Valsartanum, KRKA, d.d., Novo CZ/H/0370/002/1B/012
Krka 160 mg/12.5 mg film-  [Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 160 mg/12.5 mg
41 11-0089 |Valsartan/hydrochlorothiazide | Valsartanum, KRKA, d.d., Novo CZ/H/0370/003/1B/012

Krka 160 mg/25 mg film-
coated tablets, Film-coated
tablets, 160 mg/25 mg

Hydrochlorothiazid
um

mesto, Slovénija
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42 11-0092 |Valsartan/hydrochlorothiazide |Valsartanum, KRKA, d.d., Novo CZ/H/0370/001/1B/012
Krka 80 mg/12.5 mg film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 80 mg/12.5 mg
43 14-0055 |Arplexam 10 mg/2.5 mg/10 |Perindoprili Les Laboratoires  |NL/H/xxxx/IA/ {NL/H/2638/005/IA/015/G
mg film-coated tablets, Film- |argininum, Servier, Francija |485/G
coated tablets, 10 mg/2.5 Indapamidum,
mg/10 mg Amlodipinum
44 14-0054  |Arplexam 10 mg/2.5 mg/5 mg |Perindoprili Les Laboratoires  |NL/H/xxxx/1A/ {NL/H/2638/004/1A/015/G
film-coated tablets, Film- argininum, Servier, Francija |485/G
coated tablets, 10 mg/2.5 Indapamidum,
mg/5 mg Amlodipinum
45 14-0053  |Arplexam 5 mg/1.25 mg/10  |Perindoprili Les Laboratoires  |NL/H/xxxx/1A/ {NL/H/2638/003/IA/015/G
mg film-coated tablets, Film- |argininum, Servier, Francija |485/G
coated tablets, 5 mg/1.25 Indapamidum,
mg/10 mg Amlodipinum
46 14-0052 |Arplexam 5 mg/1.25 mg/5 mg |Perindoprili Les Laboratoires  |NL/H/xxxx/1A/ {NL/H/2638/002/1A/015/G
film-coated tablets, Film- argininum, Servier, Francija |485/G
coated tablets, 5 mg/1.25 Indapamidum,
mg/5 mg Amlodipinum
47 13-0247 |Tertensam 1.5 mg/10 mg Indapamidum, Les Laboratoires  |NL/H/xxxx/1A/ {NL/H/2637/002/1A/018/G
modified-release tablets, Amlodipinum Servier, Francija |485/G
Modified-release tablets, 1.5
mg/10 mg
48 13-0246 |Tertensam 1.5 mg/5 mg Indapamidum, Les Laboratoires  [NL/H/xxxx/IA/|NL/H/2637/001/1A/018/G
modified-release tablets, Amlodipinum Servier, Francija |485/G
Modified-release tablets, 1.5
mg/5 mg
49 14-0060 |Triplixam 10 mg/2.5 mg/10 |Perindoprili Les Laboratoires  |NL/H/xxxx/IA/ {NL/H/2636/005/IA/015/G
mg film-coated tablets, Film- |argininum, Servier, Francija |485/G
coated tablets, 10 mg/2.5 Indapamidum,
mg/10 mg Amlodipinum
50 14-0059 | Triplixam 10 mg/2.5 mg/5 mg |Perindoprili Les Laboratoires  [NL/H/xxxx/IA/|NL/H/2636/004/1A/015/G
film-coated tablets, Film- argininum, Servier, Francija |485/G
coated tablets, 10 mg/2.5 Indapamidum,
mg/5 mg Amlodipinum
51 14-0058 |Triplixam 5 mg/1.25 mg/10  |Perindoprili Les Laboratoires  |NL/H/xxxx/1A/ {NL/H/2636/003/1A/015/G
mg film-coated tablets, Film- |argininum, Servier, Francija |485/G
coated tablets, 5 mg/1.25 Indapamidum,
mg/10 mg Amlodipinum
52 14-0057 | Triplixam 5 mg/1.25 mg/5 mg |Perindoprili Les Laboratoires  [NL/H/xxxx/IA/|NL/H/2636/002/1A/015/G
film-coated tablets, Film- argininum, Servier, Francija |485/G
coated tablets, 5 mg/1.25 Indapamidum,
mg/5 mg Amlodipinum
53 15-0186 |Gliclazide Lupin 60 mg Gliclazidum Lupin (Europe) PT/H/1272/001/1B/003/G
modified-release tablets, Limited,
Modified-release tablets, 60 Lielbritanija
mg
54 06-0085 |Ketesse 50 mg/2 ml solution |Dexketoprofenum |Menarini ES/H/0100/003/1A/063
for injection or concentrate International
for solution for infusion, Operations
Solution for injection or Luxembourg S.A.,
concentrate for solution for Luksemburga

infusion, 50 mg/2 ml
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55 06-0036  |Zibor 2500 IU anti-Xa/0.2 ml |Bemiparinum Menarini ES/H/0106/001/I1A/040
solution for injection in pre- |natricum International
filled syringe, Solution for Operations
injection in a pre-filled Luxembourg S.A.,
syringe, 2500 IU anti-Xa/0.2 Luksemburga
ml
56 06-0285 |Zibor 25000 IU anti-Xa/ml Bemiparinum Menarini ES/H/0106/003/1A/040
solution for injection in pre-  |natricum International
filled syringe, Solution for Operations
injection in a pre-filled Luxembourg S.A.,
syringe, 10000 IU anti-Xa/0.4 Luksemburga
ml
57 06-0283 |Zibor 25000 IU anti-Xa/ml  |Bemiparinum Menarini ES/H/0106/003/1A/040
solution for injection in pre- [natricum International
filled syringe, Solution for Operations
injection in a pre-filled Luxembourg S.A.,
syringe, 5000 U anti-Xa/0.2 Luksemburga
ml
58 06-0284 | Zibor 25000 IU anti-Xa/ml Bemiparinum Menarini ES/H/0106/003/1A/040
solution for injection in pre-  |natricum International
filled syringe, Solution for Operations
injection in a pre-filled Luxembourg S.A.,
syringe, 7500 U anti-Xa/0.3 Luksemburga
ml
59 06-0037  |Zibor 3500 IU anti-Xa/0.2 ml |Bemiparinum Menarini ES/H/0106/002/1A/040
solution for injection in pre-  |natricum International
filled syringe, Solution for Operations
injection in a pre-filled Luxembourg S.A.,
syringe, 3500 IU anti-Xa/0.2 Luksemburga
ml
60 05-0364 |Varivax powder and solvent |Vaccinum Merck Sharp & IT/H/0114/001/1B/095
for suspension for injection, |varicellae vivum  |Dohme Latvija,
Powder and solvent for SIA, Latvija
suspension for injection
61 98-0087 |Femara 2.5 mg film-coated Letrozolum Novartis Finland FR/H/0110/001/1B/088/G
tablets, Film-coated tablets, Oy, Somija
2.5mg
62 07-0329 |Rhesonativ 625 IU/ml Immunoglobulinu |Octapharma (IP) SE/H/0541/001/1A/031
solution for injection, m humanum anti-D |Limited,
Solution for injection, 625 Lielbritanija
1U/ml
63 07-0383  |Nebivolol Orion 5 mg tablets, |Nebivololum Orion Corporation, DK/H/1161/001/1A/013
Tablets, 5 mg Somija
64 02-0251 |Diflucan 150 mg hard Fluconazolum Pfizer Limited, DE/H/xxxx/1A/|DE/H/3456/003/1A/037/G
capsules, Capsule, hard, 150 Lielbritanija 881/G
mg
65 16-0172 |Enosat 20 mg/1 mg/g cream, |Acidum fusidicum, |Pharmaceutical UK/H/6149/001/1B/002
Cream, 20 mg/1 mg/g Betamethasonum  |Works Polpharma
SA, Polija
66 16-0261 |Velios 1000 mg film-coated |Diosminum PharmaSwiss PL/H/0367/001/1A/001
tablets, Film-coated tablets, Ceska republika
1000 mg s.r.0., Cehija
67 14-0008 |Betaxolol PMCS 20 mg Betaxololi PRO.MED.CS CZ/H/0772/001/1A/004/G
tablets, Tablets, 20 mg hydrochloridum Praha a.s., Cehija
638 05-0128 |Valcyte 450 mg film-coated |Valganciclovirum |Roche Latvija, NL/H/0323/001/11/065

tablets, Film-coated tablets,
450 mg

SIA, Latvija
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69 08-0052 |Valcyte 50 mg/ml powder for |Valganciclovirum |Roche Latvija, NL/H/0323/002/11/065
oral solution, Powder for oral SIA, Latvija
solution, 50 mg/ml

70 17-0004 |Bortezomib Ebewe 3.5 mg Bortezomibum Sandoz d.d., NL/H/3701/001/1A/001/G
powder for solution for Slovénija
injection, Powder for solution
for injection, 3.5 mg

71 16-0103  |Lenostella 1.5 mg tablets, Levonorgestrelum |Sandoz d.d., NL/H/2656/001/1A/015
Tablets, 1.5 mg Slovénija

72 16-0021  |Plecard 25 mg film-coated Eplerenonum Sandoz d.d., CZ/H/0383/001/1B/012
tablets, Film-coated tablets, Slovénija
25mg

73 16-0022 |Plecard 50 mg film-coated Eplerenonum Sandoz d.d., CZ/H/0383/002/1B/012
tablets, Film-coated tablets, Slovénija
50 mg

74 07-0316 [Nebivolol STADA 5 mg Nebivololum Stada Arzneimittel NL/H/0803/001/1A/026
tablets, Tablets, 5 mg AG, Vacija

75 16-0023 |Cinacalcet Teva 30 mg film- |Cinacalcetum TevaB.V., DE/H/4202/001/1A/005
coated tablets, Film-coated Niderlande
tablets, 30 mg

76 16-0024 |Cinacalcet Teva 60 mg film- |Cinacalcetum TevaB.V., DE/H/4202/002/1A/005
coated tablets, Film-coated Niderlande
tablets, 60 mg

77 16-0025 |Cinacalcet Teva 90 mg film- |Cinacalcetum Teva B.V., DE/H/4202/003/1A/005
coated tablets, Film-coated Niderlande
tablets, 90 mg

78 16-0063 |Etoricoxib Teva 120 mg film- |Etoricoxibum TevaB.V., DE/H/5031/004/11/005
coated tablets, Film-coated Niderlande
tablets, 120 mg

79 16-0061 |Etoricoxib Teva 60 mg film- |Etoricoxibum TevaB.V., DE/H/5031/002/11/005
coated tablets, Film-coated Niderlande
tablets, 60 mg

80 16-0062 |Etoricoxib Teva 90 mg film- |Etoricoxibum TevaB.V., DE/H/5031/003/11/005
coated tablets, Film-coated Niderlande
tablets, 90 mg

81 10-0160 |Letrozole Teva 2.5 mg film- |Letrozolum Teva Pharma B.V., UK/H/1570/001/1A/029
coated tablets, Film-coated Niderlande
tablets, 2.5 mg

82 08-0340 |Quetiapine Teva 200 mg film- |Quetiapinum Teva Pharma B.V., UK/H/1228/004/1B/041/G
coated tablets, Film-coated Niderlande
tablets, 200 mg

83 08-0342  |Quetiapine Teva 25 mg film- |Quetiapinum Teva Pharma B.V., UK/H/1228/001/1B/041/G
coated tablets, Film-coated Niderlande

tablets, 25 mg
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84

06-0052

Elevit Pronatal film-coated
tablets, Film-coated tablets

Retinoli palmitas,
Thiamini nitras,
Riboflavinum,
Pyridoxini
hydrochloridum,
Cyanocobalaminu
m, Alfa-
tocopherylis acetas,
Calcii pantothenas,
Biotinum,
Nicotinamidum,
Acidum folicum,
Calcium, Cuprum,
Ferrum,
Magnesium,
Manganum,
Phosphorus,
Zincum, Acidum
ascorbicum

UAB Bayer,
Lietuva

AT/H/0151/001/1A/065

85

06-0052

Elevit Pronatal film-coated
tablets, Film-coated tablets

Retinoli palmitas,
Thiamini nitras,
Riboflavinum,
Pyridoxini
hydrochloridum,
Cyanocobalaminu
m, Alfa-
tocopherylis acetas,
Calcii pantothenas,
Biotinum,
Nicotinamidum,
Acidum folicum,
Calcium, Cuprum,
Ferrum,
Magnesium,
Manganum,
Phosphorus,
Zincum, Acidum
ascorbicum

UAB Bayer,
Lietuva

AT/H/0151/001/1A/066/G

86

17-0205

Amoxicillin/Clavulanic acid
Vale 500 mg/125 mg film-
coated tablets, Film-coated
tablets, 500 mg/125 mg

Amoxicillinum,
Acidum
clavulanicum

Vale
Pharmaceuticals
Limited, Trija

HU/H/0456/001/1A/001

87

17-0206

Amoxicillin/Clavulanic acid
Vale 875 mg/125 mg film-
coated tablets, Film-coated
tablets, 875 mg/125 mg

Amoxicillinum,
Acidum
clavulanicum

Vale
Pharmaceuticals
Limited, Irija

HU/H/0456/002/1A/001

88

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.,
Cehija

CZ/H/0117/001/1A/034

89

10-0174

Tezeo 40 mg tablets, Tablets,
40 mg

Telmisartanum

Zentiva, k.s.,
Cehija

CZ/H/0207/001/I1A/020

90

10-0175

Tezeo 80 mg tablets, Tablets,
80 mg

Telmisartanum

Zentiva, k.s.,
Cehija

CZ/H/0207/002/I1A/020

Zalu registracijas
departamenta vaditaja
M.Emersone



