Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/93 pielikums Nr.3-3

Zalu nosaukums,

Registracijas

Izmainu

Nr.p.| Reg. zalu forma, AKktivas vielas L - -
. apliecibas procediiras Procediiras numurs
k. | numurs stiprums/ nosaukums .
.. IpasSnieks, valsts numurs
koncentracija
1 2 3 4 5 6 7

1 16-0004 |Bendamustine Accord |Bendamustini Accord Healthcare AT/H/0497/001/11/005G
2.5 mg/ml powder for  |hydrochloridum Ltd, Lielbritanija
concentrate for solution
for infusion, Powder for
concentrate for solution
for infusion, 2.5 mg/ml

2 16-0004 |Bendamustine Accord |Bendamustini Accord Healthcare AT/H/0497/001/11/007
2.5 mg/ml powder for  |hydrochloridum Ltd, Lielbritanija
concentrate for solution
for infusion, Powder for
concentrate for solution
for infusion, 2.5 mg/ml

3 06-0270 |Finasterid Actavis 5 mg [Finasteridum Actavis Group hf, |SE/H/xxxx/IA/395/ |SE/H/0634/001/1A/032/G
film-coated tablets, Film- Islande G
coated tablets, 5 mg

4 15-0187 |Aritavi 30 mg hard Duloxetinum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1466/001/1A/009/G
gastro-resistant capsules, ehf., Islande G
Gastro-resistant capsule,
hard, 30 mg

5 15-0188 |Aritavi 60 mg hard Duloxetinum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1466/002/1A/009/G
gastro-resistant capsules, ehf., Islande G
Gastro-resistant capsule,
hard, 60 mg

6 14-0258 |Bjorgeina 50 mg film-  |Bicalutamidum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1379/001/1A/005/G
coated tablets, Film- ehf., Islande G
coated tablets, 50 mg

7 15-0191 |Brieka 150 mg hard Pregabalinum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1399/005/1A/004/G
capsules, Capsules, ehf., Islande G
hard, 150 mg

8 15-0189 |Brieka 50 mg hard Pregabalinum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1399/002/1A/004/G
capsules, Capsules, ehf., Islande G
hard, 50 mg

9 15-0190 |Brieka 75 mg hard Pregabalinum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1399/003/1A/004/G
capsules, Capsules, ehf., Islande G
hard, 75 mg

10 13-0064 |Esomeprazole Actavis |Esomeprazolum Actavis Group PTC DK/H/2131/001/1A/011
20 mg gastro-resistant ehf, Islande
tablets, Gastro-resistant
tablets, 20 mg

11 13-0065 |Esomeprazole Actavis |Esomeprazolum Actavis Group PTC DK/H/2131/002/1A/011
40 mg gastro-resistant ehf., Islande
tablets, Gastro-resistant
tablets, 40 mg

12 06-0256 |ltraconazol Actavis 100 |Itraconazolum Actavis Group PTC |SE/H/xxxx/1A/395/ |SE/H/0579/001/IA/016/G
mg hard capsules, Hard ehf., Tslande G

capsules, 100 mg
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13 16-0030 |Perindopril/Indapamide |Perindoprili Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1426/003/1A/003/G
Actavis 10 mg/2.5 mg  |argininum, ehf., Islande G
film-coated tablets, Film-Indapamidum
coated tablets, 10 hemihydricum
mg/2.5 mg

14 16-0028 |Perindopril/Indapamide |Perindoprili Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1426/001/1A/003/G
Actavis 2.5 mg/0.625  |argininum, ehf., Islande G

mg film-coated tablets, |Indapamidum
Film-coated tablets, 2.5 [hemihydricum

mg/0.625 mg

15 16-0029 |Perindopril/Indapamide |Perindoprili Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1426/002/1A/003/G
Actavis 5 mg/1.25 mg  |argininum, ehf., Islande G
film-coated tablets, Film-Indapamidum
coated tablets, 5 hemihydricum
mg/1.25 mg

16 16-0110 |Tadalafil Actavis 20 mg [Tadalafilum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1531/004/1A/002/G
film-coated tablets, Film- ehf., Islande G

coated tablets, 20 mg

17 16-0109 |Tadalafil Actavis 5 mg [Tadalafilum Actavis Group PTC |SE/H/xxxx/IA/395/ |SE/H/1531/002/IA/002/G
film-coated tablets, Film- ehf., Islande G
coated tablets, 5 mg

18 05-0616 |Fosinopril Actavis 10  |Fosinoprilum Actavis Nordic A/S, |SE/H/xxxx/IA/395/ |SE/H/0531/002/1A/036/G
mg tablets, Tablets, 10 |natricum Danija G
mg

19 05-0617 |Fosinopril Actavis 20  |Fosinoprilum Actavis Nordic A/S, |SE/H/xxxx/IA/395/ |SE/H/0531/003/1A/036/G
mg tablets, Tablets, 20 |natricum Danija G
mg

20 06-0026 |Sertralin Actavis 50 mg |Sertralinum Actavis Nordic A/S, |SE/H/xxxx/IA/395/ |SE/H/0542/001/1A/022/G
film-coated tablets, Film- Danija G

coated tablets, 50 mg

21 15-0009 |Valganciclovir Valganciclovirum Aurobindo Pharma PT/H/1182/001/11/008
Aurobindo 450 mg film- (Malta) Limited,
coated tablets, Film- Malta

coated tablets, 450 mg

22 05-0499 |Immunate 1000 1U/750 |Factor VIII Baxalta Innovations AT/H/0154/003/P/001
IU powder and solvent |coagulationis GmbH, Austrija
for solution for humanus, Factor

injection, Powder and  [humanus von
solvent for solution for [Willebrandi
injection, 1000 1U/750

1U/10 ml

23 05-0497 |Immunate 250 IU/190 |Factor VIII Baxalta Innovations AT/H/0154/001/P/001
IU powder and solvent |coagulationis GmbH, Austrija
for solution for humanus, Factor

injection, Powder and  |humanus von
solvent for solution for |Willebrandi
injection, 250 1U/190
1U/5 ml
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24 05-0498 [Immunate 500 1U/375  |Factor VIII Baxalta Innovations AT/H/0154/002/P/001
IU powder and solvent |coagulationis GmbH, Austrija
for solution for humanus, Factor
injection, Powder and  |humanus von
solvent for solution for |Willebrandi
injection, 500 1U/375
1U/5 ml

25 07-0280 |Flavamed 30 mg tablets, |[Ambroxoli Berlin-Chemie AG, DE/H/0849/001/1B/011/G
Tablets, 30 mg hydrochloridum Vacija

26 07-0280 |Flavamed 30 mg tablets, | Ambroxoli Berlin-Chemie AG, DE/H/0849/001/1B/013
Tablets, 30 mg hydrochloridum Vacija

27 07-0280 |Flavamed 30 mg tablets, | Ambroxoli Berlin-Chemie AG, DE/H/0849/001/1B/012/G
Tablets, 30 mg hydrochloridum Vacija

28 05-0097 [Influvac suspension for |Vaccinum influenzae |BGP Products B.V., NL/H/0137/001/11/096
injection, Suspension for|inactivatum ex Niderlande
injection in pre-filled corticis antigeniis
syringe praeparatum

29 10-0001 |Brufen 200 mg film- Ibuprofenum BGP Products, SIA, SE/H/0912/001/1A/029/G
coated tablets, Film- Latvija
coated tablets, 200 mg

30 10-0002 |Brufen 400 mg film- Ibuprofenum BGP Products, SIA, SE/H/0912/002/1A/029/G
coated tablets, Film- Latvija
coated tablets, 400 mg

31 11-0251 |Brufen 800 mg Ibuprofenum BGP Products, SIA, SE/H/0912/005/1A/029/G
prolonged-release Latvija
tablets, Prolonged-
release tablets, 800 mg

32 12-0024 |Epiletam 1000 mg film- [Levetiracetamum Egis CZ/H/0463/004/IA/013/G
coated tablets, Film- Pharmaceuticals
coated tablets, 1000 mg PLC, Ungarija

33 12-0021 |Epiletam 250 mg film- |Levetiracetamum Eqis CZ/H/0463/001/1A/013/G
coated tablets, Film- Pharmaceuticals
coated tablets, 250 mg PLC, Ungarija

34 12-0022 |Epiletam 500 mg film- |Levetiracetamum Eqis CZ/H/0463/002/1A/013/G
coated tablets, Film- Pharmaceuticals
coated tablets, 500 mg PLC, Ungarija

35 12-0023 |Epiletam 750 mg film- |Levetiracetamum Eqis CZ/H/0463/003/1A/013/G
coated tablets, Film- Pharmaceuticals
coated tablets, 750 mg PLC, Ungarija

36 14-0015 |Sollazon 100 mg tablets, |Cilostazolum Eqis HU/H/0340/002/1A/006
Tablets, 100 mg Pharmaceuticals

PLC, Ungarija

37 14-0014 |Sollazon 50 mg tablets, |Cilostazolum Eqis HU/H/0340/001/1A/006

Tablets, 50 mg Pharmaceuticals
PLC, Ungarija

38 07-0201 |[Remodulin 1 mg/ml Treprostinilum Ferrer Internacional, FR/H/0278/001/1A/041
solution for infusion, SA., Spanija
Solution for infusion, 1
mg/ml
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39 07-0204 [Remodulin 10 mg/ml Treprostinilum Ferrer Internacional, FR/H/0278/004/1A/041
solution for infusion, SA., Spanija
Solution for infusion, 10
mg/ml

40 07-0202 |Remodulin 2.5 mg/ml | Treprostinilum Ferrer Internacional, FR/H/0278/002/1A/041
solution for infusion, SA., Spanija
Solution for infusion,
2.5 mg/ml

41 07-0203 [Remodulin 5 mg/ml Treprostinilum Ferrer Internacional, FR/H/0278/003/1A/041
solution for infusion, SA., Spanija
Solution for infusion, 5
mg/ml

42 13-0187 |Propoven 1% emulsion |Propofolum Fresenius Kabi DE/H/0490/003/1B/042
for injection/infusion in Deutschland GmbH,
pre-filled syringe, Vacija
Emulsion for
injection/infusion in pre-
filled syringe, 10 mg/ml

43 05-0045 [Propoven 1%, emulsion [Propofolum Fresenius Kabi DE/H/0490/001/1B/042
for injection or infusion, Deutschland GmbH,
Emulsion for injection Vacija
or infusion, 10 mg/ml

44 05-0046 |Propoven 2% , emulsion [Propofolum Fresenius Kabi DE/H/0490/002/1B/042
for injection or infusion, Deutschland GmbH,
Emulsion for injection Vacija
or infusion, 20 mg/ml

45 13-0188 |Propoven 2% emulsion |Propofolum Fresenius Kabi DE/H/0490/004/1B/042
for injection/infusion in Deutschland GmbH,
pre-filled syringe, Vacija
Emulsion for
injection/infusion in pre-
filled syringe, 20 mg/ml

46 15-0167 |Pregamid 150 mg Pregabalinum G.L. Pharma GmbH, NL/H/3245/005/1B/003
capsules, hard, Austrija
Capsules, hard, 150 mg

47 15-0164 |Pregamid 25 mg Pregabalinum G.L. Pharma GmbH, NL/H/3245/001/1B/003
capsules, hard, Austrija
Capsules, hard, 25 mg

48 15-0165 |Pregamid 50 mg Pregabalinum G.L. Pharma GmbH, NL/H/3245/002/1B/003
capsules, hard, Austrija
Capsules, hard, 50 mg

49 15-0166 |Pregamid 75 mg Pregabalinum G.L. Pharma GmbH, NL/H/3245/003/1B/003
capsules, hard, Austrija
Capsules, hard, 75 mg

50 06-0013 [Malarone 250 mg/100 |Atovaquonum, GlaxoSmithKline UK/H/0170/001/P/001
mg film-coated tablets, [Proguanili Latvia, SIA, Latvija

Film-coated tablets, 250
mg/100 mg

hydrochloridum
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51 10-0455 |Clormetin 2 mg/0.03 mg |Chlormadinoni Ladee Pharma DE/H/1830/001/1B/013
film-coated tablets, Film-acetas, Baltics UAB,
coated tablets, 2 Ethinylestradiolum  |Lietuva
mg/0.03 mg
52 09-0408 |Metex 50 mg/ml Methotrexatum Medac Gesellschaft SE/H/0643/001/1B/026
solution for injection, fir klinische
pre-filled syringe, Spezialpraparate
Solution for injection, mbH, Vacija
pre-filled syringe, 50
mg/ml
53 16-0057 |Bufar Easyhaler 80 Budesonidum, Orion Corporation, SE/H/1214/004/1B/011/G
micrograms/4.5 Formoteroli fumaras |Somija
micrograms/inhalation, |dihydricus
inhalation powder,
Inhalation powder, 80
ng/4.5 pg/inhalation
54 14-0047 |Orindille 0.02 mg/3 mg |Ethinylestradiolum, [Orivas UAB, NL/H/2888/001/1B/005
film-coated tablets, Film{Drospirenonum Lietuva
coated tablets, 0.02
mg/3 mg
55 14-0048 |Orindille 0.03 mg/3 mg |Ethinylestradiolum, [Orivas UAB, NL/H/2888/002//1B/005
film-coated tablets, Film{Drospirenonum Lietuva
coated tablets, 0.03
mg/3 mg
56 16-0126 |Allopurinol Sandoz 100 [Allopurinolum Sandoz d.d., F1/H/0894/001/P/001
mg tablets, Tablets, 100 Slovénija
mg
57 16-0127 |Allopurinol Sandoz 300 [Allopurinolum Sandoz d.d., F1/H/0894/002/P/001
mg tablets, Tablets, 300 Slovénija
mg
58 15-0024 |Taptigom 15 Tafluprostum, Santen Oy, Somija DE/H/3869/001/11/005
micrograms/5 mg/ml eye|Timololum
drops, solution in single
dose container, Eye
drops, solution in single-
dose container, 15 pg/5
mg/ml
59 06-0032 |Tamsulosin Tamsulosini Synthon BV, NL/H/1620/001/1A/021/G
hydrochloride Synthon  |hydrochloridum Niderlande
0.4 mg modified release
capsules, hard, Modified
release capsules, hard,
0.4 mg
60 06-0208 |[Matrifen 100 Fentanylum Takeda Pharma AS, SE/H/0568/005/1B/032
micrograms/hour lgaunija
transdermal patch,
Transdermal patch, 100
Hg/h
61 06-0204 |Matrifen 12 Fentanylum Takeda Pharma AS, SE/H/0568/001/1B/032
micrograms/hour lgaunija

transdermal patch,
Transdermal patch, 12

Hg/h
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62 06-0205 |Matrifen 25 Fentanylum Takeda Pharma AS, SE/H/0568/002/1B/032
micrograms/hour lgaunija
transdermal patch,
Transdermal patch, 25

Hg/h
63 06-0206 |Matrifen 50 Fentanylum Takeda Pharma AS, SE/H/0568/003/1B/032
micrograms/hour lgaunija

transdermal patch,
Transdermal patch, 50

Hg/h
64 06-0207 |Matrifen 75 Fentanylum Takeda Pharma AS, SE/H/0568/004/1B/032
micrograms/hour Igaunija

transdermal patch,
Transdermal patch, 75

Hg/h
65 08-0130 [Concerta 18 mg Methylphenidati UAB Johnson & UK/H/0544/001/11/082
prolonged-release hydrochloridum Johnson, Lietuva

tablets, Prolonged-
release tablets, 18 mg

66 08-0131 [Concerta 36 mg Methylphenidati UAB Johnson & UK/H/0544/002/11/082
prolonged-release hydrochloridum Johnson, Lietuva
tablets, Prolonged-

release tablets, 36 mg

67 08-0132 [Concerta 54 mg Methylphenidati UAB Johnson & UK/H/0544/003/11/082
prolonged-release hydrochloridum Johnson, Lietuva
tablets, Prolonged-

release tablets, 54 mg

68 98-0791 |Zyrtec 1 mg/ml oral Cetirizini UCB Pharma Oy IE/H/0209/003//11/020
solution, Oral solution, |dihydrochloridum Finland, Somija
1 mg/ml

69 98-0731 |Zyrtec 10 mg film- Cetirizini UCB Pharma Oy IE/H/0209/001/11/020
coated tablets, Film- dihydrochloridum Finland, Somija
coated tablets, 10 mg

70 98-0688 |Zyrtec 10 mg film- Cetirizini UCB Pharma Oy IE/H/0209/001/11/020
coated tablets, Film- dihydrochloridum Finland, Somija
coated tablets, 10 mg

71 98-0730 |Zyrtec 10 mg/ml oral Cetirizini UCB Pharma Oy IE/H/0209/002/11/020
drops, solution, Oral dihydrochloridum Finland, Somija
drops, solution, 10
mg/ml

72 16-0100 |Tobramycin Via pharma |Tobramycinum Via Pharma UAB, LT/H/0112/001/1A/003/G
300 mg/5 ml nebuliser Lietuva

solution, Nebuliser
solution, 300 mg/5 ml

Zalu registracijas
departamenta vaditaja
M.Emersone



