Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/96 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 06-0220 |Betahistine Actavis 16 mg Betahistini Actavis Group hf, NL/H/0710/002/1A/022
tablets, Tablets, 16 mg dihydrochloridum [Islande
2 07-0082  |Fosinopril HCT Actavis 20  |Fosinoprilum Actavis Group hf, DE/H/0729/001/1B/023
mg/12.5 mg tablets, Tablets, |natricum, Islande
20 mg/12.5 mg Hydrochlorothiazid
um
3 11-0254 |Candesartan Actavis 16 mg |Candesartanum Actavis Group DK/H/1838/003/1A/016
tablets, Tablets, 16 mg cilexetilum PTC ehf,, Islande
4 11-0255 |Candesartan Actavis 32 mg  |Candesartanum Actavis Group DK/H/1838/004/1A/016
tablets, Tablets, 32 mg cilexetilum PTC ehf., Islande
5 11-0253 |Candesartan Actavis 8 mg Candesartanum Actavis Group DK/H/1838/002/1A/016
tablets, Tablets, 8 mg cilexetilum PTC ehf., Islande
6 09-0117 |Indapamide Actavis 1.5 mg |Indapamidum Actavis Group DE/H/1010/001/1B/013/G
prolonged release tablets, PTC ehf., Islande
Prolonged-release tablets, 1.5
mg
7 15-0179 |Vortemyel 3.5 mg powder for |Bortezomibum ALVOGEN IPCO NL/H/3175/002/1B/003
solution for injection, Powder S.ar.l,
for solution for injection, 3.5 Luksemburga
mg
8 08-0014 [Seroquel XR 300 mg Quetiapinum AstraZeneca UK |NL/H/xxxx/WS/1 |NL/H/0156/010/WS/129
prolonged release tablets, Limited, 77
Prolonged-release tablets, 300 Lielbritanija
mg
9 08-0015 [Seroquel XR 400 mg Quetiapinum AstraZeneca UK |NL/H/xxxx/WS/1 |NL/H/0156/011/WS/129
prolonged release tablets, Limited, 77
Prolonged-release tablets, 400 Lielbritanija
mg
10 |15-0050 [Ribavirin Aurobindo 200 mg |Ribavirinum Aurobindo Pharma PT/H/1179/001/1B/001
film-coated tablets, Film- (Malta) Limited,
coated tablets, 200 mg Malta
11 ]09-0221 |Simvastatin Aurobindo 40 mg |Simvastatinum Aurobindo Pharma NL/H/1311/004/1A/031/G
film-coated tablets, Film- Limited,
coated tablets, 40 mg Lielbritanija
12 |09-0222 |Simvastatin Aurobindo 80 mg |Simvastatinum Aurobindo Pharma NL/H/1311/005/1A/031/G
film-coated tablets, Film- Limited,
coated tablets, 80 mg Lielbritanija
13 |07-0004 [|Midazolam B.Braun 1 mg/ml |Midazolamum B.Braun DE/H/0459/001/11/009
solution for injection/infusion Melsungen AG,
or rectal solution, Solution for Vacija
injection/infusion or rectal
solution, 1 mg/ml
14 |07-0005 [Midazolam B.Braun 5 mg/ml |Midazolamum B.Braun DE/H/0459/002/11/009
solution for injection/infusion Melsungen AG,
or rectal solution, Solution for Vacija
injection/infusion or rectal
solution, 5 mg/ml
15 05-0499 [Immunate 1000 1U/750 1U Factor VIII Baxalta AT/H/0154/003/1B/041/G
powder and solvent for coagulationis Innovations

solution for injection, Powder
and solvent for solution for
injection, 1000 1U/750 1U/10
ml

humanus, Factor
humanus von
Willebrandi

GmbH, Austrija
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16 |05-0497 [Immunate 250 1U/190 IU Factor VIII Baxalta AT/H/0154/001/1B/041/G
powder and solvent for coagulationis Innovations
solution for injection, Powder |humanus, Factor |GmbH, Austrija
and solvent for solution for ~ |humanus von
injection, 250 1U/190 1U/5 ml |Willebrandi

17 105-0498 [Immunate 500 1U/375 IU Factor VIII Baxalta AT/H/0154/002/1B/041/G
powder and solvent for coagulationis Innovations
solution for injection, Powder |humanus, Factor  |GmbH, Austrija
and solvent for solution for ~ |humanus von
injection, 500 1U/375 1U/5 ml [Willebrandi

18 |09-0146 |Propofol Claris 10 mg/ml Propofolum Claris Lifesciences NL/H/1268/001/IA/017
emulsion for injection or (UK) Limited,
infusion, Emulsion for Lielbritanija
injection or infusion, 10
mg/ml

19 |09-0145 [Propofol Claris 20 mg/ml Propofolum Claris Lifesciences NL/H/1268/002/IA/017
emulsion for injection or (UK) Limited,
infusion, Emulsion for Lielbritanija
injection or infusion, 1000
mg/50 ml

20 |12-0212 |Voxuten 100 mg prolonged- |Metoprololi Egis DK/H/1307/003/1A/025
release tablets, Prolonged- succinas Pharmaceuticals
release tablets, 100 mg PLC, Ungarija

21 |12-0213 [Voxuten 200 mg prolonged- |Metoprololi Egis DK/H/1307/004/1A/025
release tablets, Prolonged- succinas Pharmaceuticals
release tablets, 200 mg PLC, Ungarija

22 |12-0210 |[Voxuten 25 mg prolonged-  |Metoprololi Egis DK/H/1307/001/1A/025
release tablets, Prolonged- succinas Pharmaceuticals
release tablets, 25 mg PLC, Ungarija

23 |12-0211 [Voxuten 50 mg prolonged-  |Metoprololi Egis DK/H/1307/002/1A/025
release tablets, Prolonged- succinas Pharmaceuticals
release tablets, 50 mg PLC, Ungarija

24 |15-0347 |Talia 0.02 mg/3 mg film- Ethinylestradiolum, | Exeltis Baltics NL/H/2917/001/1B/012
coated tablets, Film-coated Drospirenonum UAB, Lietuva
tablets, 0.02 mg/3 mg

25 |13-0187 |Propoven 1% emulsion for Propofolum Fresenius Kabi DE/H/0490/003/11/036/G
injection/infusion in pre-filled Deutschland
syringe, Emulsion for GmbH, Vacija
injection/infusion in pre-filled
syringe, 10 mg/ml

26 |05-0045 [Propoven 1%, emulsion for  |Propofolum Fresenius Kabi DE/H/0490/001/11/036/G
injection or infusion, Deutschland
Emulsion for injection or GmbH, Vacija
infusion, 10 mg/ml

27 |13-0188 |Propoven 2% emulsion for  |Propofolum Fresenius Kabi DE/H/0490/004/11/036/G
injection/infusion in pre-filled Deutschland
syringe, Emulsion for GmbH, Vacija
injection/infusion in pre-filled
syringe, 20 mg/ml

28 |05-0046 |Propoven 2%, emulsion for  |Propofolum Fresenius Kabi DE/H/0490/002/11/036/G
injection or infusion, Deutschland
Emulsion for injection or GmbH, Vacija
infusion, 20 mg/ml

29 |05-0092 |Metoprolol HEXAL Z 142.5 |Metoprololi Hexal AG, Vicija DK/H/1597/004/1A/047/G
mg prolonged-release tablets, |succinas

Prolonged-release tablets,
142.5 mg
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30 ]05-0089 [Metoprolol HEXAL Z 23.75 |Metoprololi Hexal AG, Vacija DK/H/1597/001/IA/047/G
mg prolonged-release tablets, |succinas
Prolonged-release tablets,
23.75mg
31 |05-0090 |Metoprolol HEXAL Z 47.5 |Metoprololi Hexal AG, Vacija DK/H/1597/002/1A/047/G
mg prolonged-release tablets, |succinas
Prolonged-release tablets,
47.5mg
32 105-0091 [Metoprolol HEXAL Z 95 mg |Metoprololi Hexal AG, Vacija DK/H/1597/003/IA/047/G
prolonged-release tablets, succinas
Prolonged-release tablets, 95
mg
33 |13-0037 |Eziclen concentrate for oral  |Natrii sulfas Ipsen Pharma FR/H/0511/001/1B/012
solution, Concentrate for oral |anhydricus, SAS, Francija
solution, 17.510 ¢/3.276 Magnesii sulfas
0/3.130 g heptahydricus,
Kalii sulfas
34 |09-0320 |Doreta 37.5 mg/325 mg film- |Tramadoli KRKA, d.d., Novo HU/H/0190/001/1A/023
coated tablets, Film-coated hydrochloridum,  |mesto, Slovénija
tablets, 37.5 mg/325 mg Paracetamolum
35 |12-0277 |Monoprost 50 micrograms/ml |Latanoprostum Laboratoires FR/H/0499/001/1B/012
eye drops, solution, single- THEA, Francija
dose container, Eye drops,
solution, single-dose
container, 50 pg/ml
36 |14-0097 [Diener 2 mg/0.03 mg film- Dienogestum, Laboratorios Leon DE/H/3556/001/1B/004
coated tablets, Film-coated Ethinylestradiolum |Farma S.A.,
tablets, 2 mg/0.03 mg Spanija
37 |14-0030 |Epipen 150 micrograms Epinephrinum Meda Pharma, SE/H/1287/001/1B/009
solution for injection in pre- SIA, Latvija
filled pen, Solution for
injection in pre-filled pen, 150
H9
38 |14-0031 |Epipen 300 micrograms Epinephrinum Meda Pharma, SE/H/1287/002/1B/009
solution for injection in pre- SIA, Latvija
filled pen, Solution for
injection in pre-filled pen, 300
HY
39 |11-0315 ([Molaxole powder for oral Macrogolum, Meda Pharma, DK/H/1199/001/1B/029
solution, Powder for oral Natrii chloridum, |SIA, Latvija
solution Natrii
hydrogenocarbonas
, Kalii chloridum
40 |13-0178 |Polmatine 10 mg film-coated |Memantini Medana Pharma EE/H/0183/001/1A/005
tablets, Film-coated tablets, [hydrochloridum SA, Polija
10 mg
41 |13-0179 |Polmatine 20 mg film-coated |Memantini Medana Pharma EE/H/0183/002/1A/005
tablets, Film-coated tablets, [hydrochloridum SA, Polija
20 mg
42 |01-0294 |Singulair 4 mg chewable Montelukastum Merck Sharp & FI/HIXXXX/WS/ |FI/H/0104/003/WS/076
tablets, Chewable tablets, 4 Dohme Latvija, 012
mg SIA, Latvija
43 |02-0351 |Singulair mini 4 mg granules, |Montelukastum Merck Sharp & FI/H/xxxx/WS/01 |FI/H/0104/004/WS/078
Granules, 4 mg Dohme Latvija, 4
SIA, Latvija
44 |05-0030 |Certican 0.1 mg dispersible  |Everolimusum Novartis Finland SE/H/0356/005/1A/033
tablets, Dispersible tablets, Oy, Somija

0.1 mg
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45 |05-0031 |Certican 0.25 mg dispersible |Everolimusum Novartis Finland SE/H/0356/006/1A/033
tablets, Dispersible tablets, Oy, Somija
0.25mg

46 |05-0026 |Certican 0.25 mg tablets, Everolimusum Novartis Finland SE/H/0356/001/1A/033
Tablets, 0.25 mg Oy, Somija

47 |05-0027 |Certican 0.5 mg tablets, Everolimusum Novartis Finland SE/H/0356/002/1A/033
Tablets, 0.5 mg Oy, Somija

48 |05-0028 |Certican 0.75 mg tablets, Everolimusum Novartis Finland SE/H/0356/003/1A/033
Tablets, 0.75 mg Oy, Somija

49 |05-0029 |Certican 1.0 mg tablets, Everolimusum Novartis Finland SE/H/0356/004/1A/033
Tablets, 1.0 mg Oy, Somija

50 |14-0270 |Diompraz 75 mg/20 mg Diclofenacum PharmaSwiss UK/H/5465/001/1B/004
modified release capsules, natricum, Ceska Republika
hard, Modified release Omeprazolum s.r.0., Cehija
capsules, hard, 75 mg/20 mg

51 |14-0270 |Diompraz 75 mg/20 mg Diclofenacum PharmaSwiss UK/H/5465/001/1B/003
modified release capsules, natricum, Ceska Republika
hard, Modified release Omeprazolum s.r.0., Cehija
capsules, hard, 75 mg/20 mg

52 |13-0183 |Ibandronic acid ratiopharm 3 |Acidum Ratiopharm NL/H/2362/003/1B/012
mg solution for injection in  |ibandronicum GmbH, Vicija
pre-filled syringe, Solution for
injection in pre-filled syringe,
3 mg

53 |13-0183 [lbandronic acid ratiopharm 3 |Acidum Ratiopharm NL/H/2362/003/1A/013
mg solution for injection in  |ibandronicum GmbH, Vacija
pre-filled syringe, Solution for
injection in pre-filled syringe,
3 mg

54 ]113-0184 (lbandronic acid ratiopharm 6 |Acidum Ratiopharm NL/H/2362/002/1B/012
mg concentrate for solution  |ibandronicum GmbH, Vacija
for infusion, Concentrate for
solution for infusion, 6 mg

55 ]06-0287 [Ciprofloxacin Sandoz 500 mg |Ciprofloxacinum |Sandoz d.d., NL/H/0305/002/1A/034
film-coated tablets, Film- Slovénija
coated tablets, 500 mg

56 |15-0104 [Coxitor 120 mg film-coated |Etoricoxibum Sandoz d.d., DE/H/3908/004/1B/003/G
tablets, Film-coated tablets, Slovénija
120 mg

57 |15-0102 [Coxitor 60 mg film-coated Etoricoxibum Sandoz d.d., DE/H/3908/002/1B/003/G
tablets, Film-coated tablets, Slovénija
60 mg

58 |15-0103 [Coxitor 90 mg film-coated Etoricoxibum Sandoz d.d., DE/H/3908/003/1B/003/G
tablets, Film-coated tablets, Slovénija
90 mg

59 ]16-0098 |Adacel suspension for Vaccinum Sanofi Pasteur UK/H/xxxx/IA/47|DE/H/1933/002/1A/043/G

injection in prefilled syringe,
Suspension for injection in
prefilled syringe

diphtheriae, tetani,
pertussis sine
cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum

S.A., Francija

0/G
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60 |10-0041 |Adacel suspension for Vaccinum Sanofi Pasteur UK/H/xxxx/IA/47|DE/H/1933/001/1A/043/G
injection, Suspension for diphtheriae, tetani, |S.A., Francija 0/G
injection pertussis sine
cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
61 |16-0141 |VaxigripTetra suspension for |Vaccinum Sanofi Pasteur DE/H/1949/001/1B/001
injection in pre-filled syringe, |influenzae S.A., Francija
Suspension for injection in inactivatum ex
pre-filled syringe, 0.5 ml virorum fragmentis
praeparatum
62 |16-0144 |Braltus 10 micrograms per Tiotropium Teva B.V., UK/H/5648/001/1A/001
delivered dose inhalation Niderlande

powder, hard capsules,
Inhalation powder, hard
capsule, 10 pg

63 |16-0016 |Pemetrexed Teva 1000 mg Pemetrexedum TevaB.V., DE/H/5019/003/1B/002
powder for concentrate for Niderlande
solution for infusion, Powder
for concentrate for solution
for infusion, 1000 mg

64 |16-0015 |Pemetrexed Teva 500 mg Pemetrexedum Teva B.V., DE/H/5019/002/1B/002
powder for concentrate for Niderlande
solution for infusion, Powder
for concentrate for solution
for infusion, 500 mg

65 08-0358 [Amlodipine Teva 10 mg Amlodipinum Teva Pharma B.V., UK/H/1158/002/1B/024/G
tablets, Tablets, 10 mg Niderlande

66 |08-0357 |Amlodipine Teva5 mg Amlodipinum Teva Pharma B.V., UK/H/1158/001/1B/024/G
tablets, Tablets, 5 mg Niderlande

67 |12-0217 |Avixar 100 mg chewable Sildenafilum Teva Pharma B.V., NL/H/2396/003/1A/013
tablets, Chewable tablets, 100 Niderlande
mg

68 |12-0216 |Avixar 50 mg chewable Sildenafilum Teva Pharma B.V., NL/H/2396/002/1A/013
tablets, Chewable tablets, 50 Niderlande
mg

69 |09-0248 [Vinblastine Teva 1 mg/ml Vinblastini sulfas |Teva Pharma B.V., NL/H/1234/001/1A/013
solution for injection, Niderlande
Solution for injection, 1
mg/ml

70 ]05-0244 [Recoxa 15 mg tablets, Meloxicamum Zentiva, k.s., EE/H/0179/002/1B/039
Tablets, 15 mg Cehija

Zalu registracijas
departamenta vaditaja
M.Emersone



