Izmainas Latvijas ZaJu registra (MRP/DCP-CMS)

Rikojuma Nr.2-20/70 pielikums Nr.3, 25.05.2018.

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 05-0485 |Duodopa 20 mg/ml +5 |Levodopum, AbbVie, SIA, SE/H/0415/001/1B/061/G
mg/ml intestinal gel, Carbidopum Latvija
Intestinal gel, 20 mg/ml |monohydricum
+5 mg/ml
2 15-0254 |Eplerenone Accord 25 |Eplerenonum Accord Healthcare NL/H/3257/001/1A/009
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 25
mg
3 15-0255 |Eplerenone Accord 50 |Eplerenonum Accord Healthcare NL/H/3257/002/IA/009
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 50
mg
4 17-0052 |Ritonavir Accord 100  [Ritonavirum Accord Healthcare NL/H/3149/001/1A/004
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 100
mg
5 17-0052 |Ritonavir Accord 100  |Ritonavirum Accord Healthcare NL/H/3149/001/1B/003
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 100
mg
6 06-0256 |ltraconazol Actavis 100 |Itraconazolum Actavis Group SE/H/0579/001/P/001
mg hard capsules, Hard PTC ehf,, Islande
capsules, 100 mg
7 15-0333 |Reseligo 10.8 mg Goserelinum ALVOGEN IPCO PT/H/1277/001/11/008
implant in pre-filled Sarl,
syringe, Implant, pre- Luksemburga
filled syringe, 10.8 mg
8 15-0332 |Reseligo 3.6 mg implant |Goserelinum ALVOGEN IPCO PT/H/1276/001/11/006
in pre-filled syringe, Sarl,
Implant, pre-filled Luksemburga
syringe, 3.6 mg
9 05-0199 |Eligard 22.5 mg powder [Leuprorelini acetas |Astellas Pharma DE/H/0508/002/1B/074
and solvent for solution AS, Danija
for injection, Powder
and solvent for solution
for injection, 22.5 mg
10 07-0345 |Eligard 45 mg powder [Leuprorelini acetas |Astellas Pharma DE/H/0508/003/1B/074
and solvent for solution AS, Danija
for injection, Powder
and solvent for solution
for injection, 45 mg
11 05-0198 |Eligard 7.5 mg powder [Leuprorelini acetas |Astellas Pharma DE/H/0508/001/1B/074
and solvent for solution AS, Danija
for injection, Powder
and solvent for solution
for injection, 7.5 mg
12 06-0249 |Albumin Baxalta 200 g/l |[Albuminum Baxalta AT/HIxxxx/IA/Q77/G |DE/H/0474/002/IA/057/G
solution for infusion, humanum Innovations
Solution for infusion, GmbH, Austrija
200 g/l
13 06-0248 |Albumin Baxalta 50 g/l [Albuminum Baxalta AT/H/xxxx/IAJ077/G |DE/H/0474/001/IA/057/G
solution for infusion, humanum Innovations

Solution for infusion, 50
g/l

GmbH, Austrija
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14 07-0154 |Flexbumin 200 g/I Albuminum Baxalta AT/HIxxxx/IAI077/G |AT/H/0683/001/1A/065/G
solution for infusion, humanum Innovations
Solution for infusion, GmbH, Austrija
200 g/l
15 05-0499 |Immunate 1000 1U/750 |Factor VIII Baxalta AT/H/xxxx/IA/077/G |AT/H/0154/003/1A/053/G
IU powder and solvent |coagulationis Innovations
for solution for humanus, Factor GmbH, Austrija
injection, Powder and humanus von
solvent for solution for |Willebrandi
injection, 1000 1U/750
1U/10 ml
16 05-0497 [Immunate 250 IU/190 [Factor VIII Baxalta AT/HIxxxx/IAJ077/G |AT/H/0154/001/1A/053/G
IU powder and solvent |coagulationis Innovations
for solution for humanus, Factor GmbH, Austrija
injection, Powder and  [humanus von
solvent for solution for |Willebrandi
injection, 250 1U/190
1U/5 ml
17 05-0498 [Immunate 500 1U/375 |Factor VIII Baxalta AT/H/xxxx/IA/077/G |AT/H/0154/002/IA/053/G
IU powder and solvent |coagulationis Innovations
for solution for humanus, Factor GmbH, Austrija
injection, Powder and  |[humanus von
solvent for solution for |Willebrandi
injection, 500 1U/375
1U/5 ml
18 07-0322  [Immunine 1200 IU Factor IX Baxalta AT/HIxxxx/IAI077/G |AT/H/0177/003/1A/054/G
powder and solvent for |coagulationis Innovations
solution for injection or [humanus GmbH, Austrija
infusion, Powder and
solvent for solution for
injection or infusion,
1200 IU
19 07-0321 |Immunine 600 IU Factor IX Baxalta AT/HIxxxx/IAI077/G |AT/H/0177/002/1A/054/G
powder and solvent for |coagulationis Innovations
solution for injection or [humanus GmbH, Austrija
infusion, Powder and
solvent for solution for
injection or infusion,
600 IU
20 14-0208 |Prothromplex 600 1U Prothrombinum Baxalta AT/HIxxxx/IA/077/G |AT/H/0373/001/IA/033/G
powder and solvent for |multiplex humanum |Innovations
solution for injection, GmbH, Austrija
Powder and solvent for
solution for injection,
600 IU
21 13-0098 |Recombinate 1000 IU/5 |Octocogum alfa Baxalta AT/HIxxxx/IA/077/G |NL/H/0043/006/1A/082/G
ml powder and solvent Innovations
for solution for GmbH, Austrija
injection, Powder and
solvent for solution for
injection, 1000 1U/5 ml
22 13-0096 |Recombinate 250 IU/5 |Octocogum alfa Baxalta AT/H/xxxx/IAJ077/G |NL/H/0043/004/1A/082/G
ml powder and solvent Innovations

for solution for
injection, Powder and
solvent for solution for
injection, 250 1U/5 ml

GmbH, Austrija
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13-0097

Recombinate 500 1U/5
ml powder and solvent
for solution for
injection, Powder and
solvent for solution for
injection, 500 1U/5 ml

Octocogum alfa

Baxalta
Innovations
GmbH, Austrija

AT/H/xxxx/IA/077/G

NL/H/0043/005/1A/082/G

24

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.,
Belgija

FR/H/xxxx/WS/105

FR/H/0419/003/WS/050

25

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.,
Belgija

FR/H/xxxx/WS/105

FR/H/0419/006/WS/050
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26 10-0249 |OLIMEL N9E emulsion |Olivae oleum Baxter S.A., FR/H/xxxx/WS/105 |FR/H/0419/005/WS/050
for infusion, Emulsion  [raffinatum, Soiae Belgija
for infusions 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
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27 10-0250 |[OLIMEL PERI N4E Olivae oleum Baxter S.A., FR/H/xxxx/WS/105 |FR/H/0419/001/WS/050
emulsion for infusion, [raffinatum, Soiae Belgija
Emulsion for infusions |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

28 04-0408 |Primovist 0.25 mmol/ml |Dinatrii gadoxetas  |Bayer AG, Vacija SE/H/0429/001/1B/045/G
solution for injection,
pre-filled syringe,
Solution for injection,
pre-filled syringe, 0.25

mmol/ml

29 07-0280 |Flavamed 30 mg tablets, |[Ambroxoli Berlin-Chemie AG, DE/H/0849/001/1B/014
Tablets, 30 mg hydrochloridum Vacija

30 13-0049 |Brufen 200 mg Ibuprofenum BGP Products, SE/H/xxxx/IAJ443/G |UK/H/4995/001/IA/017
effervescent granules, SIA, Latvija
Effervescent granules,
200 mg

31 13-0172 |Brufen 600 mg Ibuprofenum BGP Products, SE/H/xxxx/I1A/443/G |UK/H/5137/001/1A/015
effervescent granules, SIA, Latvija
Effervescent granules,
600 mg

32 13-0078 |Brumare 400 mg Ibuprofenum BGP Products, SE/H/xxxx/IAJ443/G |SE/H/1184/001/1A/026
effervescent granules, SIA, Latvija
Effervescent granules,
400 mg

33 16-0094 |Klimadynon 2.8 mg film{Cimicifugae Bionorica SE, DE/H/2940/001/1A/009
coated tablets, Film- rhizomae extractum [Vacija

coated tablets, 2.8 mg siccum

34 10-0575 |Bupivacaine Claris 5 Bupivacaini Claris Lifesciences DE/H/1441/002/1B/018
mg/ml solution for hydrochloridum (UK) Limited,
injection, Solution for Lielbritanija

injection, 5 mg/ml
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35 10-0211 [Irinotecan Ebewe 20 Irinotecani Ebewe Pharma AT/H/0256/001/1B/011
mg/ml concentrate for  |hydrochloridum Ges.m.b.H
solution for infusion, trihydricum Nfg.KG, Austrija
Concentrate for solution
for infusion, 20 mg/ml
36 14-0015 |Sollazon 100 mg tablets, |Cilostazolum Egis HU/H/0340/002/1A/008/G
Tablets, 100 mg Pharmaceuticals
PLC, Ungarija
37 14-0014 |Sollazon 50 mg tablets, [Cilostazolum Egis HU/H/0340/001/1A/008/G
Tablets, 50 mg Pharmaceuticals
PLC, Ungarija
38 09-0252 [Sodium chloride Kabi  |Natrii chloridum Fresenius Kabi ES/H/xxxx/IA/017/G [ES/H/0135/001/1A/017/G
0.9% solvent for Polska Sp.z 0.0.,
parenteral use, Solvent Polija
for parenteral use, 9
mg/ml
39 09-0253 |Water for injections Aqua ad iniectabile |Fresenius Kabi ES/H/xxxx/IA/017/G [ES/H/0136/001/1A/017/G
Kabi solvent for Polska Sp.z 0.0.,
parenteral use, Solvent Polija
for parenteral use
40 09-0064 [Nebiten 5 mg tablets, Nebivololum G.L. Pharma DE/H/1454/001/11/014
Tablets, 5 mg GmbH, Austrija
41 17-0234 |Oxycodone/Naloxone  |Oxycodoni G.L. Pharma DE/H/4650/002/IA/003
G.L. Pharma 10 mg/5  |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 10 mg/5
mg
42 17-0234 |Oxycodone/Naloxone  |Oxycodoni G.L. Pharma DE/H/4650/002/1A/004
G.L. Pharma 10 mg/5  |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 10 mg/5
mg
43 17-0235 |Oxycodone/Naloxone |Oxycodoni G.L. Pharma DE/H/4650/003/1A/003
G.L. Pharma 20 mg/10 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 20 mg/10
mg
44 17-0235 |Oxycodone/Naloxone |Oxycodoni G.L. Pharma DE/H/4650/003/1A/004
G.L. Pharma 20 mg/10 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 20 mg/10
mg
45 17-0236 |Oxycodone/Naloxone |Oxycodoni G.L. Pharma DE/H/4650/004/1A/003
G.L. Pharma 30 mg/15 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 30 mg/15
mg
46 17-0236 |Oxycodone/Naloxone |Oxycodoni G.L. Pharma DE/H/4650/004/1A/004
G.L. Pharma 30 mg/15 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni

tablets, Prolonged-
release tablets, 30 mg/15
mg

hydrochloridum
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47 17-0237 |Oxycodone/Naloxone  |Oxycodoni G.L. Pharma DE/H/4650/005/1A/003
G.L. Pharma 40 mg/20 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 40 mg/20
mg
48 17-0237 |Oxycodone/Naloxone  |Oxycodoni G.L. Pharma DE/H/4650/005/1A/004
G.L. Pharma 40 mg/20 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 40 mg/20
mg
49 17-0233 |Oxycodone/Naloxone  |Oxycodoni G.L. Pharma DE/H/4650/001/1A/003
G.L. Pharma 5 mg/2.5 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 5 mg/2.5
mg
50 17-0233 |Oxycodone/Naloxone  |Oxycodoni G.L. Pharma DE/H/4650/001/1A/004
G.L. Pharma 5 mg/2.5 |hydrochloridum, GmbH, Austrija
mg prolonged-release  |Naloxoni
tablets, Prolonged- hydrochloridum
release tablets, 5 mg/2.5
mg
51 18-0027 |Pemetrexed Genthon 25 |Pemetrexedum Genthon B.V., NL/H/3923/001/1A/001
mg/ml concentrate for Niderlande
solution for infusion,
Concentrate for solution
for infusion, 25 mg/ml
52 99-0039 |Augmentin 400 mg/57 |Amoxicillinum, GlaxoSmithKline UK/H/4737/001/1B/032
mg/5 ml powder for oral |Acidum Latvia, SIA,
suspension, Powder for |clavulanicum Latvija
oral suspension, 400
mg/57 mg/5 ml
53 13-0091 |Clarithromycin Grindeks|Clarithro-mycinum |Grindeks, AS, PT/H/0815/001/1A/007
250 mg film-coated Latvija
tablets, Film-coated
tablets, 250 mg
54 13-0092 |Clarithromycin Grindeks|Clarithro-mycinum |Grindeks, AS, PT/H/0815/002/1A/007
500 mg film-coated Latvija
tablets, Film-coated
tablets, 500 mg
55 98-0099 |[Rispolept 1 mg film- Risperidonum Johnson & DE/H/2184/003/1A/066
coated tablets, Film- Johnson, UAB,
coated tablets, 1 mg Lietuva
56 01-0372 [Rispolept 1 mg/ml oral |Risperidonum Johnson & DE/H/2184/008/1A/066
solution, Oral solution, Johnson, UAB,
1 mg/ml Lietuva
57 98-0100 [Rispolept 2 mg film- Risperidonum Johnson & DE/H/2184/004/1A/066
coated tablets, Film- Johnson, UAB,
coated tablets, 2 mg Lietuva
58 98-0101 |[Rispolept 3 mg film- Risperidonum Johnson & DE/H/2184/005/1A/066
coated tablets, Film- Johnson, UAB,
coated tablets, 3 mg Lietuva
59 98-0102 [Rispolept 4 mg film- Risperidonum Johnson & DE/H/2184/006/1A/066
coated tablets, Film- Johnson, UAB,
coated tablets, 4 mg Lietuva




Izmainas Latvijas ZaJu registra (MRP/DCP-CMS) Rikojuma Nr.2-20/70 pielikums Nr.3, 25.05.2018.

1 2 3 4 5 6 7
60 03-0096 [|Rispolept Consta 25 mg |Risperidonum Johnson & DE/H/2184/013/1A/066
powder and solvent for Johnson, UAB,
prolonged-release Lietuva

suspension for injection,
Powder and solvent for
prolonged-release
suspension for injection,

25 mg/2 ml

61 03-0097 [Rispolept Consta 37.5 |Risperidonum Johnson & DE/H/2184/014/1A/066
mg powder and solvent Johnson, UAB,
for prolonged-release Lietuva

suspension for injection,
Powder and solvent for
prolonged-release
suspension for injection,

37.5mg/2 ml

62 03-0098 [Rispolept Consta 50 mg |Risperidonum Johnson & DE/H/2184/015/1A/066
powder and solvent for Johnson, UAB,
prolonged-release Lietuva

suspension for injection,
Powder and solvent for
prolonged-release
suspension for injection,

50 mg/2 ml

63 18-0044 |Camlocor 16 mg/5 mg [Candesartanum KRKA, d.d., Novo DE/H/5108/002/IA/001
tablets, Tablets, 16 mg/5 |cilexetilum, mesto, Slovénija
mg Amlodipinum

64 18-0043 |Camlocor 8 mg/5 mg Candesartanum KRKA, d.d., Novo DE/H/5108/001/IA/001
tablets, Tablets, 8 mg/5 |cilexetilum, mesto, Slovénija
mg Amlodipinum

65 10-0202 |Loridan 100 mg film- Losartanum kalicum |KRKA, d.d., Novo NL/H/1611/003/P/001
coated tablets, Film mesto, Slovénija
coated tablets, 100 mg

66 10-0200 [Loridan 25 mg film- Losartanum kalicum |KRKA, d.d., Novo NL/H/1611/001/P/001
coated tablets, Film mesto, Slovénija
coated tablets, 25 mg

67 10-0201 [Loridan 50 mg film- Losartanum kalicum |KRKA, d.d., Novo NL/H/1611/002/P/001
coated tablets, Film mesto, Slovénija
coated tablets, 50 mg

68 16-0048 |Moloxin 400 mg/250 ml |Moxifloxacinum KRKA, d.d., Novo SI1/H/0149/002/1B/009
solution for infusion, mesto, Slovénija

Solution for infusion,
400 mg/250 ml

69 15-0116 |Optilamid 10 mg/ml eye |Brinzolamidum Medana Pharma NL/H/2833/001/11/009
drops, suspension, Eye SA, Polija
drops, suspension, 10
mg/ml
70 10-0461 |Medikinet XL 10 mg Methylphenidati Medice DE/H/2223/002/I1A/018
prolonged release hydrochloridum Arzneimittel Putter
capsules, hard, GmbH & Co.KG,
Prolonged release Vacija
capsules, hard, 10 mg
71 10-0462 |Medikinet XL 20 mg Methylphenidati Medice DE/H/2223/003/1A/018
prolonged release hydrochloridum Arzneimittel Putter
capsules, hard, GmbH & Co.KG,
Prolonged release Vacija

capsules, hard, 20 mg
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72 10-0463 |Medikinet XL 30 mg Methylphenidati Medice DE/H/2223/004/1A/018
prolonged release hydrochloridum Arzneimittel Putter
capsules, hard, GmbH & Co.KG,
Prolonged release Vacija
capsules, hard, 30 mg
73 10-0464 |Medikinet XL 40 mg Methylphenidati Medice DE/H/2223/005/1A/018
prolonged release hydrochloridum Arzneimittel Putter
capsules, hard, GmbH & Co.KG,
Prolonged release Vacija
capsules, hard, 40 mg
74 10-0448 |Medikinet XL 5 mg Methylphenidati Medice DE/H/2223/001/I1A/018
prolonged release hydrochloridum Arzneimittel Putter
capsules, hard, GmbH & Co.KG,
Prolonged release Vacija
capsules, hard, 5 mg
75 07-0087 |Elify XR 150 mg Venlafaxinum Medochemie Ltd., NL/H/0927/003/1A/018/G
prolonged release Kipra
capsules, hard,
Prolonged release
capsules, hard, 150 mg
76 07-0087 |Elify XR 150 mg Venlafaxinum Medochemie Ltd., NL/H/0927/003/1A/020/G
prolonged release Kipra
capsules, hard,
Prolonged release
capsules, hard, 150 mg
77 07-0085 |Elify XR 37.5 mg Venlafaxinum Medochemie Ltd., NL/H/0927/001/1A/018/G
prolonged release Kipra
capsules, hard,
Prolonged release
capsules, hard, 37.5 mg
78 07-0085 |Elify XR 37.5 mg Venlafaxinum Medochemie Ltd., NL/H/0927/001/1A/020/G
prolonged release Kipra
capsules, hard,
Prolonged release
capsules, hard, 37.5 mg
79 07-0086 |Elify XR 75 mg Venlafaxinum Medochemie Ltd., NL/H/0927/002/1A/018/G
prolonged release Kipra
capsules, hard,
Prolonged release
capsules, hard, 75 mg
80 07-0086 |Elify XR 75 mg Venlafaxinum Medochemie Ltd., NL/H/0927/002/1A/020/G
prolonged release Kipra
capsules, hard,
Prolonged release
capsules, hard, 75 mg
81 12-0149 |Vapress 160 mg film-  |Valsartanum Medochemie Ltd., SE/H/1073/003/1B/013
coated tablets, Film- Kipra
coated tablets, 160 mg
82 12-0147 |Vapress 40 mg film- Valsartanum Medochemie Ltd., SE/H/1073/001/1B/013

coated tablets, Film-
coated tablets, 40 mg

Kipra
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83 12-0148 |Vapress 80 mg film- Valsartanum Medochemie Ltd., SE/H/1073/002/1B/013
coated tablets, Film- Kipra
coated tablets, 80 mg
84 11-0259 |Dolmen 25 mg granules |Dexketoprofenum Menarini ES/H/0101/005/11/071
for oral solution, International
Granules for oral Operations
solution, 25 mg Luxembourg S.A.,
Luksemburga
85 16-0032 |Dolmen 25 mg granules [Dexketoprofenum  |Menarini ES/H/0101/005/11/071
for oral solution, International
Granules for oral Operations
solution, 25 mg Luxembourg S.A.,
Luksemburga
86 11-0261 |Ketesse 25 mg granules [Dexketoprofenum  |Menarini ES/H/0100/005/11/069
for oral solution, International
Granules for oral Operations
solution, 25 mg Luxembourg S.A.,
Luksemburga
87 16-0167 |Ketesse 25 mg granules [Dexketoprofenum  |Menarini ES/H/0100/005/11/069
for oral solution, International
Granules for oral Operations
solution, 25 mg Luxembourg S.A.,
Luksemburga
88 11-0133 |Concor AM 10 mg/10 |Bisoprololi fumaras, |Merck KGaA, HU/H/0237/004/1A/033
mg tablets, Tablets, 10 |Amlodipinum Vacija
mg/10 mg
89 11-0131 |Concor AM 10 mg/5 mg |Bisoprololi fumaras, |Merck KGaA, HU/H/0237/002/1A/033
tablets, Tablets, 10 mg/5 |Amlodipinum Vacija
mg
90 11-0132 |Concor AM 5 mg/10 mg |Bisoprololi fumaras, |Merck KGaA, HU/H/0237/003/1A/033
tablets, Tablets, 5 mg/10 [Amlodipinum Vacija
mg
91 11-0130 |[Concor AM 5 mg/5 mg |Bisoprololi fumaras, |Merck KGaA, HU/H/0237/001/IA/033
tablets, Tablets, 5 mg/5 |Amlodipinum Vacija
mg
92 15-0067 |Crinone 80 mg/g vaginal |Progesteronum Merck Serono, DE/H/0146/002/1A/035
gel, Vaginal gel, 80 SIA, Latvija
mg/g
93 98-0087 |Femara 2.5 mg film- Letrozolum Novartis Baltics, FR/H/0110/001/1B/089/G
coated tablets, Film- SIA, Latvija
coated tablets, 2.5 mg
94 05-0410 |Activelle 1 mg/0.5 mg |Estradiolum, Novo Nordisk A/S, |[DK/H/xxxx/IA/178/G |SE/H/0150/001/1A/070/G

film-coated tablets, Film-
coated tablets, 1 mg/0.5
mg

Norethisteroni acetas

Danija
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95 05-0411 |Kliogest 2 mg/1 mg film-{Estradiolum, Novo Nordisk A/S, [DK/H/xxxx/IA/178/G |DK/H/0102/001/1A/057/G
coated tablets, Film- Norethisteroni acetas |Danija
coated tablets, 2 mg/1
mg

96 05-0412 [Novofem film-coated Estradiolum, Novo Nordisk A/S, | DK/H/xxxx/IA/178/G |DE/H/0304/001/1A/062/G
tablets, Film-coated Norethisteroni acetas |Danija
tablets

97 16-0139 |Ketipinor 100 mg film- |Quetiapinum Orion Corporation, FI/H/0607/002/1A/032
coated tablets, Film- Somija
coated tablets, 100 mg

98 16-0138 |Ketipinor 25 mg film-  |Quetiapinum Orion Corporation, FI/H/0607/001/1A/032
coated tablets, Film- Somija
coated tablets, 25 mg

99 09-0166 |Metoprolol Polpharma |Metoprololi succinas |Pharmaceutical DK/H/1310/001/I1A/022/G
23.75 mg prolonged- Works Polpharma
release tablets, SA, Polija
Prolonged-release
tablets, 23.75 mg

100 |09-0167 [Metoprolol Polpharma [Metoprololi succinas |Pharmaceutical DK/H/1310/002/1A/022/G
47.5 mg prolonged- Works Polpharma
release tablets, SA, Polija
Prolonged-release
tablets, 47.5 mg

101 |09-0168 [Metoprolol Polpharma |[Metoprololi succinas |Pharmaceutical DK/H/1310/003/1A/022/G
95 mg prolonged-release Works Polpharma
tablets, Prolonged- SA, Polija
release tablets, 95 mg

102 |16-0113 [Dexagel 0.985 mg/g eye |Dexamethasoni natrii |PharmaSwiss DE/H/4097/001/1A/005
gel, Eye gel, 0.985 mg/g |phosphas Ceska republika

S.I.0., Cehija

103 16-0113 |Dexagel 0.985 mg/g eye |Dexamethasoni natrii |PharmaSwiss DE/H/4097/001/1B/003

gel, Eye gel, 0.985 mg/g |phosphas Ceska republika
s.r.0., Cehija

104 |15-0340 [Imatinib Sandoz 100 mg [Imatinibum Sandoz d.d., NL/H/3318/001/1B/009/G
film-coated tablets, Film- Slovénija
coated tablets, 100 mg

105 |17-0251 |Olmesartan Olmesartanum Sandoz d.d., AT/H/0705/001/1A/002
medoxomil/Amlodipine |medoxomilum, Slovénija

Sandoz 20 mg/5 mg film-
coated tablets, Film-
coated tablets, 20 mg/5
mg

Amlodipinum
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106 |17-0253 |Olmesartan Olmesartanum Sandoz d.d., AT/H/0705/003/1A/002
medoxomil/Amlodipine |medoxomilum, Slovénija
Sandoz 40 mg/10 mg Amlodipinum
film-coated tablets, Film-
coated tablets, 40 mg/10

mg
107 17-0252 |Olmesartan Olmesartanum Sandoz d.d., AT/H/0705/002/IA/002
medoxomil/Amlodipine |medoxomilum, Slovénija

Sandoz 40 mg/5 mg film{Amlodipinum
coated tablets, Film-
coated tablets, 40 mg/5

mg

108 09-0425 |Sildenafil Sandoz 100 |Sildenafilum Sandoz d.d., NL/H/1470/004/1A/023/G
mg tablets, Tablets, 100 Slovénija
mg

109 |16-0098 |Adacel suspension for |Vaccinum Sanofi Pasteur, DE/H/xxxx/WS/417 |DE/H/1933/002/WS/066/G

injection in prefilled diphtheriae, tetani, |Francija
syringe, Suspension for [pertussis sine cellulis

injection in prefilled ex elementis

syringe praeparatum,
antigeni-o(-is)
minutum,
adsorbatum

110 |07-0162 |Vaxigrip suspension for |Vaccinum influenzae |Sanofi Pasteur, DE/H/xxxx/WS/408 |FR/H/0121/001/WS/100
injection in pre-filled inactivatum ex Francija
syringe, Suspension for |virorum fragmentis
injection in pre-filled praeparatum

syringe, 0.5 ml

111 |16-0141 ([VaxigripTetra Vaccinum influenzae |Sanofi Pasteur, DE/H/xxxx/WS/408 |DE/H/1949/001/WS/010
suspension for injection |inactivatum ex Francija
in pre-filled syringe, virorum fragmentis

Suspension for injection |praeparatum
in pre-filled syringe, 0.5

mi
112 10-0340 |Calcigran Forte Extra D |Calcium, Colecal- Takeda AS, SE/H/xxxx/IA/444/G |SE/H/0126/005/1A/123/G
500 mg/800 IU ciferolum Norveégija

chewable tablets,
Chewable tablets, 500

mg/800 1U

113 08-0037 |Bicalutamide Teva 150 |Bicalutamidum Teva Pharma B.V., CZ/H/0133/002/P/001
mg film-coated tablets, Niderlande
Film-coated tablets, 150
mg

114 07-0139 |Bicalutamide TEVA 50 |Bicalutamidum Teva Pharma B.V., CZ/H/0133/001/P/001
mg film-coated tablets, Niderlande
Film-coated tablets, 50
mg

115 10-0160 |Letrozole Teva2.5mg |Letrozolum Teva Pharma B.V., UK/H/1570/001/1B/030/G
film-coated tablets, Film- Niderlande

coated tablets, 2.5 mg
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116 |12-0017 [Carzan 16 mg tablets, |Candesartanum Zentiva, k.s., CZ/H/0528/003/1A/019
Tablets, 16 mg cilexetilum Cehija
117 |12-0016 [Carzan 8 mg tablets, Candesartanum Zentiva, k.s., CZ/H/0528/002/1A/019
Tablets, 8 mg cilexetilum Cehija
118 |11-0313 [Osagrand 3 mg solution |Acidum Zentiva, k.s., CZ/H/0255/001/1B/013
for injection, Solution  [ibandronicum Cehija

for injection, 3 mg

Zalu registracijas
departamenta vaditaja
M.Emersone
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