Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/157 pielikums Nr.3-3

Zalu nosaukums,

Registracijas

Izmainu

Nr.p. Reg. zalu forma, AKktivas vielas . K _
. apliecibas procediiras Procediiras numurs
k. | numurs stiprums/ nosaukums v
.. IpasSnieks, valsts numurs
koncentracija
1 2 3 4 5 6 7
1 09-0188 |Midazolam Accord 1 Midazolamum Accord Healthcare NL/H/1077/001/1A/017
mg/ml solution for Limited,
injection or infusion, Lielbritanija
Solution for injection or
infusion, 1 mg/ml
2 09-0189 |Midazolam Accord 5 Midazolamum Accord Healthcare NL/H/1077/002/1A/017
mg/ml solution for Limited,
injection or infusion, Lielbritanija
Solution for injection or
infusion, 5 mg/ml
3 15-0324 |Cinacalcet Accord 30 Cinacalcetum Accord Healthcare F1/H/0869/001/1B/005/G
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 30
mg
4 15-0325 |[Cinacalcet Accord 60 Cinacalcetum Accord Healthcare F1/H/0869/002/1B/005/G
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 60
mg
5 15-0326 [Cinacalcet Accord 90 Cinacalcetum Accord Healthcare F1/H/0869/003/1B/005/G
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 90
mg
6 16-0034 |Sertraline Accord 100 |Sertralinum Accord Healthcare NL/H/3385/002/1A/005/G
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 100
mg
7 16-0033 |Sertraline Accord 50 mg [Sertralinum Accord Healthcare NL/H/3385/001/IA/005/G
film-coated tablets, Film- Ltd, Lielbritanija
coated tablets, 50 mg
8 07-0398 |Epirubicin Actavis 2 Epirubicini Actavis Group hf, DK/H/1124/001/1B/016
mg/ml solution for hydrochloridum Islande
injection, Solution for
injection, 2 mg/ml
9 05-0199 [Eligard 22.5 mg powder [Leuprorelini acetas  |Astellas Pharma AS, DE/H/0508/002/11/072
and solvent for solution Danija
for injection, Powder
and solvent for solution
for injection, 22.5 mg
10 07-0345 |Eligard 45 mg powder |[Leuprorelini acetas  |Astellas Pharma AS, DE/H/0508/003/11/072
and solvent for solution Danija
for injection, Powder
and solvent for solution
for injection, 45 mg
11 05-0198 |Eligard 7.5 mg powder |Leuprorelini acetas Astellas Pharma AS, DE/H/0508/001/11/072

and solvent for solution
for injection, Powder
and solvent for solution
for injection, 7.5 mg

Danija
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12 11-0336 [Nutriflex Lipid peri Glucosum B.Braun Melsungen DE/H/0163/001/1B/019/G
emulsion for infusion, |monohydricum, Natrii |[AG, Vacija
Emulsion for infusions |dihydro-genophosphas
dihydricus, Zinci
acetas dihydricus,
Sojae oleum,
Triglycerida saturata
media, Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum, Argininum,
Histidinum,
Alaninum, Acidum
asparticum, Acidum
glutamicum,
Glycinum, Prolinum,
Serinum, Calcii
chloridum
dihydricum, Magnesii
acetas tetrahydricus,
Natrii acetas
trihydricus, Natrii
chloridum, Kalii
acetas, Natrii
hydroxidum
13 07-0154  [Flexbumin 200 g/I Albuminum humanum|Baxalta Innovations AT/H/0683/001/11/060
solution for infusion, GmbH, Austrija
Solution for infusion,
200 g/l
14 05-0097 [Influvac suspension for |Vaccinum influenzae |BGP Products B.V., NL/H/0137/001/1A/097
injection, Suspension for|inactivatum ex corticis|Niderlande
injection in pre-filled antigeniis praeparatum
syringe
15 14-0269 |Betaserc 24 mg Betahistini BGP Products, SIA, FI/H/0827/001/1A/006
orodispersible tablets, |dihydrochloridum Latvija
Orodispersible tablets,
24 mg
16 11-0334 |Dobutamine Claris 12.5 |Dobutaminum Claris Lifesciences UK/H/3913/001/1B/005/G
mg/ml concentrate for (UK) Limited,
solution for infusion, Lielbritanija
Concentrate for solution
for infusion, 12.5 mg/ml
17 17-0141 |Ornique 120/15 Etonogestrelum, Exeltis Baltics NL/H/3719/001/1A/001

micrograms/24 hours
vaginal delivery system,
Vaginal delivery system,
120/15 micrograms/24
hours

Ethinylestradiolum

UAB, Lietuva
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18 13-0264 |Misodel 200 Misoprostolum Ferring GmbH, SE/H/1224/001/11/004/G
micrograms vaginal Vacija
delivery system, Vaginal
delivery system, 200
micrograms
19 11-0363 |Cisatracurium Kabi 2 Cisatracurium Fresenius Kabi DE/H/2771/001/IA/016
mg/ml solution for Polska Sp.z 0.0.,
injection/infusion, Polija
Solution for
injection/infusion, 2
mg/ml
20 15-0136 |Soolantra 10 mg/g Ivermectinum Galderma SE/H/1428/001/1B/013
cream, Cream, 10 mg/g International,
Francija
21 16-0241 |Ariadne 125 Levonorgestrelum, Gedeon Richter DE/H/3953/001/1B/001
micrograms/30 Ethinylestradiolum  |Plc., Ungarija
micrograms coated
tablets, Coated tablets,
125 pg/30 pg
22 09-0096 [Lunaldin 100 Fentanylum Gedeon Richter SE/H/0575/002/11/028
micrograms sublingual Plc., Ungarija
tablets, Sublingual
tablets, 100 pg
23 09-0097 [Lunaldin 200 Fentanylum Gedeon Richter SE/H/0575/003/11/028
micrograms sublingual Plc., Ungarija
tablets, Sublingual
tablets, 200 pg
24 09-0098 [Lunaldin 300 Fentanylum Gedeon Richter SE/H/0575/004/11/028
micrograms sublingual Plc., Ungarija
tablets, Sublingual
tablets, 300 pg
25 09-0099 [Lunaldin 400 Fentanylum Gedeon Richter SE/H/0575/005/11/028
micrograms sublingual Plc., Ungarija
tablets, Sublingual
tablets, 400 pg
26 09-0100 |Lunaldin 600 Fentanylum Gedeon Richter SE/H/0575/006/11/028
micrograms sublingual Plc., Ungarija
tablets, Sublingual
tablets, 600 pg
27 09-0101 [Lunaldin 800 Fentanylum Gedeon Richter SE/H/0575/007/11/028
micrograms sublingual Plc., Ungarija
tablets, Sublingual
tablets, 800 pg
28 08-0320 |Vidotin 4 mg tablets, Tert-butylamini Gedeon Richter DK/H/1128/001/1B/014
Tablets, 4 mg perindoprilum Plc., Ungarija
29 16-0072 |Theraflu 1000 mg/12.2 |Paracetamolum, GlaxoSmithKline DE/H/5022/001/1B/008
mg@/200 mg powder for |Phenylephrini Consumer
oral solution, Powder  |hydrochloridum, Healthcare (UK)
for oral solution, 1000 |Guaifenesinum Trading Limited,
mg/12.2 mg/200 mg Lielbritanija
30 07-0052 |[Amlocard B 10 mg Amlodipinum Hexal AG, Vacija DK/H/0964/003/1B/096
tablets, Tablets, 10 mg
31 07-0052 |[Amlocard B 10 mg Amlodipinum Hexal AG, Vacija DK/H/0964/003/1B/095/G

tablets, Tablets, 10 mg
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32 07-0050 |Amlocard B 5 mg Amlodipinum Hexal AG, Vacija DK/H/0964/001/1B/096
tablets, Tablets, 5 mg

33 07-0050 |Amlocard B 5 mg Amlodipinum Hexal AG, Vacija DK/H/0964/001/1B/095/G
tablets, Tablets, 5 mg

34 12-0178 |Co-Olimestra 20 Olmesartanum KRKA, d.d., Novo DK/H/2111/001/1A/013
mg/12.5 mg film-coated |medoxomilum, Hydro-|mesto, Slovénija
tablets, Film-coated chlorothiazidum

tablets, 20 mg/12.5 mg

35 12-0179 |Co-Olimestra 20 mg/25 |Olmesartanum KRKA, d.d., Novo DK/H/2111/002/1A/013
mg film-coated tablets, |medoxomilum, Hydro-|mesto, Slovénija
Film-coated tablets, 20 |chlorothiazidum

mg/25 mg

36 12-0180 [Co-Olimestra 40 Olmesartanum KRKA, d.d., Novo DK/H/2111/003/1A/013
mg/12.5 mg film-coated |medoxomilum, Hydro-|mesto, Slovénija
tablets, Film-coated chlorothiazidum

tablets, 40 mg/12.5 mg

37 12-0181 |Co-Olimestra 40 mg/25 |Olmesartanum KRKA, d.d., Novo DK/H/2111/004/1A/013
mg film-coated tablets, |medoxomilum, Hydro-|mesto, Slovénija
Film-coated tablets, 40 |chlorothiazidum

mg/25 mg

38 06-0254 [Finster 5 mg film-coated [Finasteridum KRKA, d.d., Novo SE/H/0637/001/1B/028
tablets, Film-coated mesto, Slovénija
tablets, 5 mg

39 14-0148 |Moloxin 400 mg film-  |Moxifloxacinum KRKA, d.d., Novo SI1/H/0149/001/1B/007
coated tablets, Film- mesto, Slovénija

coated tablets, 400 mg

40 07-0256 |Nolpaza 20 mg gastro- |Pantoprazolum KRKA, d.d., Novo UK/H/0946/001/1B/051
resistant tablets, Gastro- mesto, Slovénija
resistant tablets, 20 mg

41 07-0257 [Nolpaza 40 mg gastro- |Pantoprazolum KRKA, d.d., Novo UK/H/0946/002/1B/051
resistant tablets, Gastro- mesto, Slovénija
resistant tablets, 40 mg

42 16-0199 [Valarox 10 mg + 160 Rosuvastatinum, KRKA, d.d., Novo HU/H/0421/003/1B/001
mg film-coated tablets, |Valsartanum mesto, Slovénija
Film-coated tablets, 10
mg + 160 mg

43 16-0197 [Valarox 10 mg + 80 mg |Rosuvastatinum, KRKA, d.d., Novo HU/H/0421/001/1B/001
film-coated tablets, Film{Valsartanum mesto, Slovénija
coated tablets, 10 mg +
80 mg

44 16-0200 [Valarox 20 mg + 160 Rosuvastatinum, KRKA, d.d., Novo HU/H/0421/004/1B/001
mg film-coated tablets, |Valsartanum mesto, Slovénija
Film-coated tablets, 20
mg + 160 mg

45 16-0198 [Valarox 20 mg + 80 mg |Rosuvastatinum, KRKA, d.d., Novo HU/H/0421/002/1B/001
film-coated tablets, Film{Valsartanum mesto, Slovénija
coated tablets, 20 mg +
80 mg
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46 08-0118 |Perindopril Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0326/004/1A/047/G
arginine/Amlodipine argininum, Servier, Francija G

Servier 10 mg/10 mg Amlodipini besilas
tablets, Tablets, 10

mg/10 mg
47 08-0117 |Perindopril Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0326/003/1A/047/G
arginine/Amlodipine argininum, Servier, Francija G

Servier 10 mg/5 mg Amlodipini besilas
tablets, Tablets, 10 mg/5

mg
48 08-0116 |Perindopril Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0326/002/IA/047/G
arginine/Amlodipine argininum, Servier, Francija G

Servier 5 mg/10 mg Amlodipini besilas
tablets, Tablets, 5 mg/10

mg

49 08-0115 [Perindopril Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0326/001/I1A/047/G
arginine/Amlodipine argininum, Servier, Francija G
Servier 5 mg/5 mg Amlodipini besilas
tablets, Tablets, 5 mg/5
mg

50 08-0114 [Presteram 10 mg/10 mg |Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0325/004/I1A/047/G
tablets, Tablets, 10 argininum, Servier, Francija G
mg/10 mg Amlodipini besilas

51 08-0113 [Presteram 10 mg/5 mg |Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0325/003/IA/047/G
tablets, Tablets, 10 mg/5 |argininum, Servier, Francija G
mg Amlodipini besilas

52 08-0112 [Presteram 5 mg/10 mg |Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0325/002/IA/047/G
tablets, Tablets, 5 mg/10 |argininum, Servier, Francija G
mg Amlodipini besilas

53 08-0111 |Presteram 5 mg/5 mg Perindoprili Les Laboratoires FR/H/xxxx/1A/127/ |FR/H/0325/001/1A/047/G
tablets, Tablets, 5 mg/5 [argininum, Servier, Francija G
mg Amlodipini besilas

54 14-0030 |Epipen 150 micrograms |Epinephrinum Meda Pharma, SIA, SE/H/1287/001/11/012
solution for injection in Latvija

pre-filled pen, Solution
for injection in pre-filled

pen, 150 pg
55 14-0031 |Epipen 300 micrograms |Epinephrinum Meda Pharma, SIA, SE/H/1287/002/11/012
solution for injection in Latvija

pre-filled pen, Solution
for injection in pre-filled

pen, 300 pug
56 09-0408 |Metex 50 mg/ml Methotrexatum Medac Gesellschaft SE/H/0643/001/1A/029/G
solution for injection, fir klinische
pre-filled syringe, Spezialpraparate
Solution for injection, mbH, Vacija
pre-filled syringe, 50
mg/ml
57 16-0120 |[Siranalen 150 mg hard |Pregabalinum Medochemie Ltd., NL/H/3234/002/1A/002/G
capsules, Capsules, Kipra
hard, 150 mg
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58 16-0119 |[Siranalen 75 mg hard Pregabalinum Medochemie Ltd., NL/H/3234/001/1A/002/G
capsules, Capsules, Kipra
hard, 75 mg
59 05-0270 |[Myfortic 360 mg gastro- |Acidum Novartis Finland FR/H/0239/002/1B/064
resistant tablets, Gastro- |mycophenolicum Oy, Somija

resistant tablets, 360 mg

60 05-0270 [Myfortic 360 mg gastro- |Acidum Novartis Finland FR/H/0239/002/1B/061
resistant tablets, Gastro- |mycophenolicum Oy, Somija
resistant tablets, 360 mg

61 05-0149 [GlucaGen Hypokit 1 mg |Glucagoni Novo Nordisk A/S, DK/H/0011/001/P/001
powder and solvent for |hydrochloridum Danija
solution for injection in
pre-filled syringe,
Powder and solvent for
solution for injections in
pre-filled syringe, 1 mg

62 06-0021 |[CADUET 10 mg/10 mg |Amlodipinum, Pfizer Europe MA  |UK/H/xxxx/WS/263|FR/H/0280/002/WS/057
film-coated tablets, Film-Atorvastatinum EEIG, Lielbritanija
coated tablets, 10 mg/10
mg

63 06-0020 |[CADUET 5mg/10 mg |Amlodipinum, Pfizer Europe MA  |UK/H/xxxx/WS/263|FR/H/0280/001/WS/057
film-coated tablets, Film-Atorvastatinum EEIG, Lielbritanija
coated tablets, 5 mg/10
mg

64 97-0601 |[Norvasc 10 mg tablets, |Amlodipinum Pfizer Limited, UK/H/XxXXx/WS/ UK/H/5127/002/WS/026
Tablets, 10 mg Lielbritanija 263

65 97-0600 |[Norvasc 5 mg tablets, |Amlodipinum Pfizer Limited, UK/H/XXXxIWS/ UK/H/5127/001/WS/026
Tablets, 5 mg Lielbritanija 263

66 07-0132 [CosmoFer 50 mg/ml Ferri hydroxidum Pharmacosmos A/S, DK/H/0169/001/IA/031

solution for infusion and [dextrani complexus  |Danija
injection, Solution for
injection and infusion,

50 mg/ml

67 15-0234 |Aripiprazole PMCS 10 |Aripiprazolum PRO.MED.CS NL/H/3244/002/IA/005
mg tablets, Tablets, 10 Praha a.s., Cehija
mg

68 15-0235 |Aripiprazole PMCS 15 |Aripiprazolum PRO.MED.CS NL/H/3244/003/1A/005
mg tablets, Tablets, 15 Praha a.s., Cehija
mg

69 15-0233 |Aripiprazole PMCS 5  |Aripiprazolum PRO.MED.CS NL/H/3244/001/1A/005
mg tablets, Tablets, 5 Praha a.s., Cehija
mg

70 17-0041 |Trebexen 100 mg/g gel, |Naproxenum Proenzi s.r.o., LT/H/0115/001/1B/001
Gel, 100 mg/g Cehija
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71 11-0311 |Butifen 400 mg film- Ibuprofenum Ratiopharm GmbH, |NL/H/xxxx/IA/475/ |DE/H/2590/001/1A/018/G
coated tablets, Film- Vacija G

coated tablets, 400 mg

72 09-0010 [Meloxicam-ratiopharm [Meloxicamum Ratiopharm GmbH, DK/H/1398/002/1A/008
15 mg tablets, Tablets, Vacija
15 mg

73 07-0314 [Metoprolol-ratiopharm |Metoprololi tartras Ratiopharm GmbH, |NL/H/xxxx/IA/475/ |DE/H/0651/002/1A/016/G
retard 100 mg prolonged Vacija G
release tablets,
Prolonged-release
tablets, 100 mg

74 07-0313 [Metoprolol-ratiopharm |Metoprololi tartras Ratiopharm GmbH, |NL/H/xxxx/IA/475/ |DE/H/0651/001/1A/016/G
retard 50 mg prolonged- Vacija G
release tablets,
Prolonged-release
tablets, 50 mg

75 16-0242 |Atomoxetine Sandoz 10 |Atomoxetinum Sandoz d.d., DE/H/4592/001/1B/001
mg hard capsules, Slovénija
Capsules, hard, 10 mg

76 16-0248 |Atomoxetine Sandoz Atomoxetinum Sandoz d.d., DE/H/4592/007/1B/001
100 mg hard capsules, Slovénija
Capsules, hard, 100 mg

77 16-0243 |Atomoxetine Sandoz 18 |Atomoxetinum Sandoz d.d., DE/H/4592/002/1B/001
mg hard capsules, Slovénija
Capsules, hard, 18 mg

78 16-0244 |Atomoxetine Sandoz 25 |Atomoxetinum Sandoz d.d., DE/H/4592/003/1B/001
mg hard capsules, Slovénija
Capsules, hard, 25 mg

79 16-0245 |Atomoxetine Sandoz 40 |Atomoxetinum Sandoz d.d., DE/H/4592/004/1B/001
mg hard capsules, Slovénija
Capsules, hard, 40 mg

80 16-0246 |Atomoxetine Sandoz 60 |Atomoxetinum Sandoz d.d., DE/H/4592/005/1B/001
mg hard capsules, Slovénija
Capsules, hard, 60 mg

81 16-0247 |Atomoxetine Sandoz 80 |Atomoxetinum Sandoz d.d., DE/H/4592/006/1B/001
mg hard capsules, Slovénija
Capsules, hard, 80 mg

82 15-0145 |Bisoprolol/Acetylsalicyli|Bisoprololi fumaras, |Sandoz d.d., UK/H/3451/004/1B/025
¢ acid Sandoz 10 Acidum Slovénija
mg/100 mg capsules, acetylsalicylicum
hard, Capsules, hard, 10

mg/100 mg
83 11-0140 |Bisoprolol/Acetylsalicyli|Bisoprololi fumaras, |Sandoz d.d., UK/H/3451/002/1B/025
¢ acid Sandoz 10 mg/75 |Acidum Slovénija

mg capsules, hard, Hard |acetylsalicylicum
capsules, 10 mg/75 mg
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84 15-0144 |Bisoprolol/Acetylsalicyli|Bisoprololi fumaras, |[Sandoz d.d., UK/H/3451/003/1B/025
¢ acid Sandoz 5 mg/100 |Acidum Slovénija
mg capsules, hard, acetylsalicylicum
Capsules, hard, 5
mg/100 mg
85 11-0141 |Bisoprolol/Acetylsalicyli|Bisoprololi fumaras, |Sandoz d.d., UK/H/3451/001/1B/025
c acid Sandoz 5 mg/75 |Acidum Slovénija
mg capsules, hard, Hard |acetylsalicylicum
capsules, 5 mg/75 mg
86 09-0021 |Letrozole SanoSwiss 2.5 |Letrozolum SanoSwiss UAB, NL/H/1179/001/1A/011
mg film-coated tablets, Lietuva
Film-coated tablets, 2.5
mg
87 07-0027 |Fosrenol 1000 mg Lanthanum Shire SE/H/0481/004/1A/036
chewable tablets, Pharmaceutical
Chewable tablets, 1000 Contracts Limited,
mg Lielbritanija
88 07-0025 ([Fosrenol 500 mg Lanthanum Shire SE/H/0481/002/1A/036
chewable tablets, Pharmaceutical
Chewable tablets, 500 Contracts Limited,
mg Lielbritanija
89 07-0026 |Fosrenol 750 mg Lanthanum Shire SE/H/0481/003/1A/036

chewable tablets,
Chewable tablets, 750
mg

Pharmaceutical
Contracts Limited,
Lielbritanija
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