Izmainas Latvijas ZaJu registra (MRP/DCP-CMS)

Rikojuma Nr.2-20/66 pielikums Nr.3, 21.05.2018.

Zalu nosaukums,

Registracijas

Izmainu

Nr.p.| Reg. zalu forma, AKktivas vielas L _ -
. apliecibas procediuiras Procediiras numurs
k. | numurs stiprums/ nosaukums .
.. IpasSnieks, valsts numurs
koncentracija
1 2 3 4 5 6 7
1 07-0350 |Zemplar 1 microgram  |Paricalcitolum AbbVie, SIA, ES/H/0113/002/1A/088/G
capsules, soft, Capsules, Latvija
soft, 1 microgram
2 07-0351 [Zemplar 2 microgram  |Paricalcitolum AbbVie, SIA, ES/H/0113/003/1A/088/G
capsules, soft, Capsules, Latvija
soft, 2 micrograms
3 10-0305 |Exemestane Accord 25 |Exemestanum Accord Healthcare DK/H/1729/001/1A/010
mg film-coated tablets, Limited,
Film-coated tablets, 25 Lielbritanija
mg
4 10-0151 |Oxaliplatin Accord 5 Oxaliplatinum Accord Healthcare UK/H/1349/001/1A/025/G
mg/ml concentrate for Limited,
solution for infusion, Lielbritanija
5 14-0119 |Bondulc 40 Travoprostum Actavis Group SE/H/1792/001/P/001
micrograms/ml eye PTC ehf,, Islande
drops, solution, Eye
drops, solution, 40
micrograms/ml
6 15-0191 |Brieka 150 mg hard Pregabalinum Actavis Group SE/H/1399/005/1B/006
capsules, Capsules, PTC ehf,, Islande
hard, 150 mg
7 15-0190 |Brieka 75 mg hard Pregabalinum Actavis Group SE/H/1399/003/1B/006
capsules, Capsules, PTC ehf,, Islande
hard, 75 mg
8 05-0566 |[Neupogen 300 Filgrastimum Amgen Europe UK/H/0019/010/11/130
micrograms (0.6 mg/ml) B.V., Niderlande
solution for injection in
a pre-filled syringe,
Solution for
injection/concentrate for
solution for infusion, 0.6
9 05-0567 [Neupogen 480 Filgrastimum Amgen Europe UK/H/0019/011/11/130

micrograms (0.96
mg/ml) solution for
injection in a pre-filled
syringe, Solution for
injection/concentrate for
solution for infusion,
0.96 mg/ml

B.V., Niderlande
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10 10-0050 |[Piperacillin/Tazobactam |Piperacillinum, Aurobindo Pharma SE/H/0844/001/1B/026/G
Aurobindo 2 g/0.25g  |Tazobactamum (Malta) Limited,
powder for solution for Malta
infusion, Powder for
solution for infusion, 2
g/0.25 g
11 10-0051 |Piperacillin/Tazobactam |Piperacillinum, Aurobindo Pharma SE/H/0844/002/1B/024
Aurobindo 4 ¢/0.5 g Tazobactamum (Malta) Limited,
powder for solution for Malta
infusion, Powder for
12 10-0051 |Piperacillin/Tazobactam |Piperacillinum, Aurobindo Pharma SE/H/0844/002/1B/026/G
Aurobindo 4 ¢g/0.5 g Tazobactamum (Malta) Limited,
powder for solution for Malta
infusion, Powder for
13 06-0247 |Tetraspan 100 mg/ml Hydroxyethylamylu |B.Braun SE/H/0609/002/1A/025/G
solution for infusion, m, Natrii chloridum, |Melsungen AG,
Solution for infusion, Kalii chloridum, Vacija
100 mg/ml Calcii chloridum
dihydricum,
Magnesii chloridum
14 06-0246 |Tetraspan 60 mg/ml Hydroxyethylamylu |B.Braun SE/H/0609/001/1A/025/G
solution for infusion, m, Natrii chloridum, |Melsungen AG,
Solution for infusion, 60 |Kalii chloridum, Vacija
mg/ml Calcii chloridum
dihydricum,
Magnesii chloridum
15 11-0250 |Brufen 20 mg/ml oral  |lbuprofenum BGP Products, SE/H/0912/004/1A/037
suspension, Oral SIA, Latvija
suspension, 20 mg/ml
16 11-0251 |Brufen 800 mg Ibuprofenum BGP Products, SE/H/0912/005/1A/037
prolonged-release SIA, Latvija
tablets, Prolonged-
17 13-0078 |Brumare 400 mg Ibuprofenum BGP Products, SE/H/1184/001/1A/027
effervescent granules, SIA, Latvija
Effervescent granules,
18 16-0094 |Klimadynon 2.8 mg film{Cimicifugae Bionorica SE, DE/H/2940/001/1B/007/G
coated tablets, Film- rhizomae extractum |Vacija
coated tablets, 2.8 mg  |siccum
19 16-0094 |Klimadynon 2.8 mg film{Cimicifugae Bionorica SE, DE/H/2940/001/1B/008/G
coated tablets, Film- rhizomae extractum |Vacija
coated tablets, 2.8 mg  |siccum
20 18-0013 |Humulin N 100 IU/ml  |Insulinum humanum |Eli Lilly Holdings UK/H/0030/066/11/139

suspension for injection

in cartridge, Suspension

for injection in cartridge,
100 1U/ml

Limited,
Lielbritanija
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21 18-0012 |Humulin R 100 1U/ml  [Insulinum humanum |Eli Lilly Holdings UK/H/0030/065/11/139
solution for injection in Limited,
cartridge, Solution for Lielbritanija
injection in cartridge,
100 1U/ml
22 12-0049 |Flamerio 50 Salmeterolum, ELPEN EE/H/0224/001/1B/003/G
micrograms/250 Fluticasoni propionas|Pharmaceutical Co.
micrograms/dose Inc (SA), Griekija
inhalation powder, pre-
dispensed, Inhalation
powder, pre-dispensed,
50 micrograms/250
micrograms/dose
23 12-0050 |Flamerio 50 Salmeterolum, ELPEN EE/H/0224/002/1B/003/G
micrograms/500 Fluticasoni propionas|Pharmaceutical Co.
micrograms/dose Inc (SA), Griekija
inhalation powder, pre-
dispensed, Inhalation
powder, pre-dispensed,
50 micrograms/500
micrograms/dose
24 14-0066 |Dacepton 5 mg/ml Apomorphini EVER Neuro AT/H/0364/002/1B/013
solution for infusion, hydrochloridum Pharma GmbH,
Solution for infusion, 5 |hemihydricum Austrija
mg/ml
25 16-0186 |Bicavera 1.5% glucose, [Calcii chloridum Fresenius Medical DE/H/4317/001/1A/002/G
1.25 mmol/I Calcium, [dihydricum, Care Deutschland
solution for peritoneal |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis, Magnesii chloridum
1.5%/1.25 mmol/l hexahydricum, Natrii
26 16-0187 |Bicavera 2.3% glucose, [Calcii chloridum Fresenius Medical DE/H/4317/002/1A/002/G
1.25 mmol/I Calcium, [dihydricum, Care Deutschland
solution for peritoneal  |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis, Magnesii chloridum
27 16-0188 |Bicavera 4.25% glucose, [Calcii chloridum Fresenius Medical DE/H/4317/003/1A/002/G
1.25 mmol/I Calcium, [dihydricum, Care Deutschland
solution for peritoneal  |Glucosum GmbH, Vacija
28 17-0196 |Fercelan 202.8 mg/0.8 [Ferrosi fumaras, G.L. Pharma AT/H/0695/001/1A/002
mg/100 mg hard Acidum folicum, GmbH, Austrija
capsules, Capsules, Acidum ascorbicum
29 09-0310 [Prismasol 2 mmol/Il Calcii chloridum Gambro Lundia FR/H/0226/001/11/035/G
Potassium solution for  [dihydricum, AB, Zviedrija
haemodialysis/haemofilt |Magnesii chloridum
30 09-0311  [Prismasol 4 mmol/l Calcii chloridum Gambro Lundia FR/H/0226/002/11/035/G
Potassium solution for  [dihydricum, AB, Zviedrija
haemodialysis/haemofilt | Magnesii chloridum
31 04-0196 |Amoxil 500 mg Amoxicillinum GlaxoSmithKline UK/H/6220/002/1B/014

capsules, hard, Hard
capsules, 500 mg

Latvia, SIA,
Latvija
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32 99-0039 |Augmentin 400 mg/57 |Amoxicillinum, GlaxoSmithKline UK/H/4737/001/1B/030
mg/5 ml powder for oral |Acidum Latvia, SIA,
suspension, Powder for |clavulanicum Latvija
oral suspension, 400
mg/57 mg/5 ml

33 95-0049 |Zinnat 25 mg/ml Cefuroximum GlaxoSmithKline UK/H/5462/001/P/001
granules for oral Latvia, SIA,
suspension, Granules for Latvija
oral suspension, 25

34 97-0234 |Zinnat 250 mg coated  |Cefuroximum GlaxoSmithKline UK/H/5462/004/P/001
tablets, Coated tablets, Latvia, SIA,
250 mg Latvija

35 97-0235 [Zinnat 500 mg coated  |Cefuroximum GlaxoSmithKline UK/H/5462/005/P/001
tablets, Coated tablets, Latvia, SIA,
500 mg Latvija

36 10-0235 |Co-Perineva 2 mg/0.625 | Tert-butylamini Krka Polska Sp. z HU/H/0230/001/1B/010
mg tablets, Tablets, 2 perindoprilum, 0.0., Polija
mg/0.625 mg Indapamidum

37 10-0236 |Co-Perineva 4 mg/1.25 |Tert-butylamini Krka Polska Sp. z HU/H/0230/002/1B/010
mg tablets, Tablets, 4 perindoprilum, 0.0., Polija
mg/1.25 mg Indapamidum

38 10-0251 |Prenewel 8 mg/2.5 mg |Tert-butylamini Krka Polska Sp. z HU/H/0230/003/1B/010
tablets, Tablets, 8 perindoprilum, 0.0., Polija
mg/2.5 mg Indapamidum

39 05-0428 |Ampril 10 mg tablets, [Ramiprilum KRKA, d.d., Novo CZ/H/0109/004/1A/018/G
Tablets, 10 mg mesto, Slovénija

40 05-0428 |Ampril 10 mg tablets, [Ramiprilum KRKA, d.d., Novo CZ/H/0109/004/1B/017
Tablets, 10 mg mesto, Slovénija

41 05-0426 [Ampril 2.5 mg tablets, |Ramiprilum KRKA, d.d., Novo CZ/H/0109/002/1A/018/G
Tablets, 2.5 mg mesto, Slovénija

42 05-0426 |Ampril 2.5 mg tablets, [Ramiprilum KRKA, d.d., Novo CZ/H/0109/002/1B/017
Tablets, 2.5 mg mesto, Slovénija

43 05-0427 |Ampril 5 mg tablets, Ramiprilum KRKA, d.d., Novo CZ/H/0109/003/1A/018/G
Tablets, 5 mg mesto, Slovénija

44 05-0427 |Ampril 5 mg tablets, Ramiprilum KRKA, d.d., Novo CZ/H/0109/003/1B/017
Tablets, 5 mg mesto, Slovénija

45 16-0142 |Bixebra 5 mg film- Ivabradinum KRKA, d.d., Novo HU/H/0438/001/1B/004

coated tablets, Film-
coated tablets, 5 mg

mesto, Slovénija
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46 16-0142 |Bixebra 5 mg film- Ivabradinum KRKA, d.d., Novo HU/H/0438/001/1B/005
coated tablets, Film- mesto, Slovénija
coated tablets, 5 mg

47 16-0143 |Bixebra 7.5 mg film- Ivabradinum KRKA, d.d., Novo HU/H/0438/002/1B/004
coated tablets, Film- mesto, Slovénija
coated tablets, 7.5 mg

48 16-0143 |Bixebra 7.5 mg film- Ivabradinum KRKA, d.d., Novo HU/H/0438/002/1B/005
coated tablets, Film- mesto, Slovénija
coated tablets, 7.5 mg

49 13-0052 [Tolnexa 20 mg/ml Docetaxelum KRKA, d.d., Novo NL/H/2591/001/1A/007/G
concentrate for solution mesto, Slovénija
for infusion,

50 06-0295 |[Torendo Q-Tab 1 mg Risperidonum KRKA, d.d., Novo F1/H/0603/008/1B/031/G
orodispersible tablets, mesto, Slovénija
Orodispersible tablets, 1

51 06-0296 |[Torendo Q-Tab 2 mg Risperidonum KRKA, d.d., Novo F1/H/0603/009/1B/031/G
orodispersible tablets, mesto, Slovénija
Orodispersible tablets, 2
mg

52 16-0199 |Valarox 10 mg + 160 Rosuvastatinum, KRKA, d.d., Novo HU/H/0421/003/1B/002
mg film-coated tablets, |Valsartanum mesto, Slovénija
Film-coated tablets, 10
mg + 160 mg

53 17-0105 |Crusia 10000 IU (100 |Enoxaparinum LABORATORIOS DE/H/5021/001/1A/006
mg)/1 ml solution for natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,

54 17-0109 |Crusia 2000 IU (20 Enoxaparinum LABORATORIOS DE/H/5021/007/1A/006
mg)/0.2 ml solution for |natricum FARMACEUTICO
injection in pre-filled SROVI,S.A,

55 17-0108 |Crusia 4000 IU (40 Enoxaparinum LABORATORIOS DE/H/5021/006/1A/006
mg)/0.4 ml solution for |natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,

56 17-0107 |Crusia 6000 IU (60 Enoxaparinum LABORATORIOS DE/H/5021/005/1A/006
mg)/0.6 ml solution for |natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,

57 17-0106 |Crusia 8000 IU (80 Enoxaparinum LABORATORIOS DE/H/5021/004/1A/006
mg)/0.8 ml solution for |natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,

58 17-0112 [Losmina 10060 1U (100 |Enoxaparinum LA_BORATORIOS DE/H/5020/001/1A/007
mg)/1 ml solution for natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,

59 17-0116 [Losmina 2000 IU (20 Enoxaparinum LABORATORIOS DE/H/5020/007/1A/007
mg)/0.2 ml solution for |natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,

60 17-0115 |Losmina 4000 IU (40  |Enoxaparinum LABORATORIOS DE/H/5020/006/1A/007
mg)/0.4 ml solution for |natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,
cvrinan Solutinn for Sandnii

61 17-0114 |Losmina 6000 IU (60  |Enoxaparinum LABORATORIOS DE/H/5020/005/1A/007
mg)/0.6 ml solution for |natricum FARMACEUTICO
injection in pre-filled SROVI, S.A,

62 17-0113 |Losmina 8000 IU (80  |Enoxaparinum LABORATORIOS DE/H/5020/004/1A/007

mg)/0.8 ml solution for

injection in pre-filled

natricum

FARMACEUTICO
SROVI, S.A,
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63 11-0315 |Molaxole powder for Macrogolum, Natrii |Meda Pharma, DK/H/1199/001/1A/032
oral solution, Powder chloridum, Natrii SIA, Latvija
for oral solution hydrogenocarbonas,

64 17-0195 |Ekara 5 mg/ml eye i\/loxifloxacinum Medana Pharma PL/H/0413/001/1B/001
drops, solution, Eye SA, Polija
drops, solution, 5 mg/ml

65 17-0161 |Opexa 2.5 mg/ml oral Bilastinum Menarini DE/H/2300/003/1B/027/G
solution, Oral solution, International
2.5 mg/ml Operations

Luxembourg S.A.,

66 08-0164 [Thyrozol 10 mg film-  |Thiamazolum Merck KGaA, DE/H/0521/002/1A/028
coated tablets, Film- Vacija
coated tablets, 10 mg

67 08-0163 [Thyrozol 5 mg film- Thiamazolum Merck KGaA, DE/H/0521/001/1A/028
coated tablets, Film- Vacija
coated tablets, 5 mg

68 00-1192 [Sandimmun Neoral 100 |Ciclosporinum Novartis Baltics, DE/H/4019/004/P/001
mg soft capsules, Soft SIA, Latvija
capsules, 100 mg

69 95-0140 |Sandimmun Neoral 25 [Ciclosporinum Novartis Baltics, DE/H/4019/002/P/001
mg soft capsules, Soft SIA, Latvija
capsules, 25 mg

70 00-1191 [Sandimmun Neoral 50 [Ciclosporinum Novartis Baltics, DE/H/4019/003/P/001
mg soft capsules, Soft SIA, Latvija
capsules, 50 mg

71 16-0057 |Bufar Easyhaler 80 Budesonidum, Orion Corporation, SE/H/1214/004/P/001
micrograms/4.5 Formoteroli fumaras |Somija
micrograms/inhalation, |dihydricus
inhalation powder,
Inhalation powder, 80
ug/4.5 pg/inhalation

72 13-0054 [Vasopirin 100 mg gastro{Acidum PharmaSwiss SE/H/1024/003/1A/009
resistant tablets, Gastro- |acetylsalicylicum Ceska republika
resistant tablets, 100 mg s.r.0., Cehija

73 13-0053 [Vasopirin 75 mg gastro- |Acidum PharmaSwiss SE/H/1024/002/1A/009

resistant tablets, Gastro-
resistant tablets, 75 mg

acetylsalicylicum

Ceska republika
s.r.0., Cehija
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74 08-0269 |Oroperidys 10 mg Domperidonum Pierre Fabre FR/H/0335/001/1A/018
orodispersible tablets, Medicament,
Orodispersible tablets, Francija
10 mg
75 15-0006 |Colecalciferol Colecalciferolum Radaydrug Kft, NL/H/2963/002/11/014
Radaydrug 1000 IU film- Ungarija
coated tablets, Film-
coated tablets, 1000 U
76 15-0008 |Colecalciferol Colecalciferolum Radaydrug Kft, NL/H/2963/004/11/014
Radaydrug 30000 IU Ungarija
film-coated tablets, Film-
coated tablets, 30000 1U
77 15-0007 |Colecalciferol Colecalciferolum Radaydrug Kft, NL/H/2963/003/11/014
Radaydrug 7000 1U film Ungarija
coated tablets, Film-
coated tablets, 7000 1U
78 15-0005 |Colecalciferol Colecalciferolum Radaydrug Kft, NL/H/2963/001/11/014
Radaydrug 800 IU film- Ungarija
coated tablets, Film-
coated tablets, 800 1U
79 16-0098 |Adacel suspension for |Vaccinum Sanofi Pasteur, DE/H/1933/002/11/054/G
injection in prefilled diphtheriae, tetani, |Francija
syringe, Suspension for |pertussis sine cellulis
injection in prefilled ex elementis
syringe praeparatum,
antigeni-o(-is)
minutum,
80 13-0251 |Axympa 180 mg gastro- |Acidum Teva B.V., ES/H/0183/001/1A/008
resistant tablets, Gastro- |mycophenolicum Niderlande
resistant tablets, 180 mg
81 13-0252 |Axympa 360 mg gastro- |Acidum TevaB.V., ES/H/0183/002/1A/008
resistant tablets, Gastro- [mycophenolicum Niderlande

resistant tablets, 360 mg
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82 16-0084 [Fulvestrant Teva 250 mg|Fulvestrantum TevaB.V., DE/H/4234/001/1A/014
solution for injection in Niderlande
pre-filled syringe,
Solution for injection in
pre-filled syringe, 250
mg

83 17-0255 |Olmesartan Olmesartanum Teva B.V., NL/H/3724/001/I1A/002
medoxomil/Amlodipine |medoxomilum, Niderlande
Teva 20 mg/5 mg film- [Amlodipinum
coated tablets, Film-
coated tablets, 20 mg/5
mg

84 17-0257 |Olmesartan Olmesartanum TevaB.V., NL/H/3724/003/1A/002
medoxomil/Amlodipine |medoxomilum, Niderlande
Teva 40 mg/10 mg film- [Amlodipinum
coated tablets, Film-
coated tablets, 40 mg/10

85 17-0256 |Olmesartan Olmesartanum TevaB.V., NL/H/3724/002/1A/002
medoxomil/Amlodipine |medoxomilum, Niderlande
Teva 40 mg/5 mg film-  [Amlodipinum
coated tablets, Film-
coated tablets, 40 mg/5

86 16-0016 |Pemetrexed Teva 1000 |Pemetrexedum TevaB.V., DE/H/5019/003/1A/004
mg powder for Niderlande
concentrate for solution

87 16-0015 |Pemetrexed Teva 500  |Pemetrexedum TevaB.V., DE/H/5019/002/1A/004
mg powder for Niderlande
concentrate for solution

88 15-0349 |Rasagiline Tevalmg [Rasagilinum Teva B.V., SE/H/xxxx/WS/212 |SE/H/1528/001/WS/007
tablets, Tablets, 1 mg Niderlande

89 16-0149 |Rosuvastatin Teva Rosuvastatinum TevaB.V., DK/H/2293/002/1A/022
Pharma 10 mg film- Niderlande
coated tablets, Film-
coated tablets, 10 mg

90 16-0150 |Rosuvastatin Teva Rosuvastatinum TevaB.V., DK/H/2293/003/1A/022
Pharma 20 mg film- Niderlande
coated tablets, Film-

91 16-0151 |Rosuvastatin Teva Rosuvastatinum TevaB.V., DK/H/2293/004/1A/022
Pharma 40 mg film- Niderlande
coated tablets, Film-

92 12-0177 |Cantar 16 mg tablets, Candesartanum Teva Pharma B.V., UK/H/3930/002/1A/019/G
Tablets, 16 mg cilexetilum Niderlande

93 13-0166 |Cigorin 10 mg capsules, |Ciclosporinum Teva Pharma B.V., UK/H/5195/001/P/001
soft, Capsules, soft, 10 Niderlande
mg

94 13-0169 |Cigorin 100 mg Ciclosporinum Teva Pharma B.V., UK/H/5195/004/P/001
capsules, soft, Capsules, Niderlande
soft, 100 mg

95 13-0167 |Ciqgorin 25 mg capsules, |Ciclosporinum Teva Pharma B.V., UK/H/5195/002/P/001
soft, Capsules, soft, 25 Niderlande

mg
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96 13-0168 |Cigorin 50 mg capsules, |Ciclosporinum Teva Pharma B.V., UK/H/5195/003/P/001
soft, Capsules, soft, 50 Niderlande
mg

97 14-0087 |Perindopril/Amlodipine |Perindoprili tosilas, |Teva PharmaB.V., NL/H/2842/004/1A/023
Teva 10 mg/10 mg Amlodipinum Niderlande
tablets, Tablets, 10
mg/10 mg

98 14-0086 |Perindopril/Amlodipine |Perindoprili tosilas, |Teva PharmaB.V., NL/H/2842/003/1A/023
Teva 10 mg/5 mg Amlodipinum Niderlande
tablets, Tablets, 10 mg/5
mg

99 14-0085 |Perindopril/Amlodipine |Perindoprili tosilas, |Teva PharmaB.V., NL/H/2842/002/1A/023
Teva 5 mg/10 mg Amlodipinum Niderlande
tablets, Tablets, 5 mg/10
mg

100 |14-0084 [Perindopril/Amlodipine |Perindoprili tosilas, |Teva PharmaB.V., NL/H/2842/001/1A/023
Teva 5 mg/5 mg tablets, [Amlodipinum Niderlande
Tablets, 5 mg/5 mg

101 |12-0230 |[LETHE 0.02 mg/3mg |Ethinylestradiolum, [Zentiva, k.s., CZ/H/0533/001/1B/012
film-coated tablets, Film{Drospirenonum Cehija
coated tablets, 0.02
mg/3 mg

102 11-0313 |Osagrand 3 mg solution |Acidum Zentiva, k.s., CZ/H/0255/001/1A/012/G
for injection, Solution |ibandronicum Cehija
for injection, 3 mg

Zalu registracijas
departamenta vaditaja
M.Emersone



