Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/6 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 15-0224  |Paracetamol Accord 500 mg |Paracetamolum Accord Healthcare NL/H/3145/001/1A/002/G

tablets, Tablets, 500 mg Limited,
Lielbritanija

2 11-0112  |Sildenafil Accord 50 mg film- [Sildenafilum Accord Healthcare NL/H/1823/002/IA/009
coated tablets, Film-coated Limited,
tablets, 50 mg Lielbritanija

3 11-0257 |Candesartan HCT Actavis 16 |Candesartanum Actavis Group DK/H/1839/002/1A/022
mg/12.5 mg tablets, Tablets, [cilexetilum, Hydro- |PTC ehf., Islande
16 mg/12.5 mg chlorothiazidum

4 14-0064 |Candesartan HCT Actavis 32 |Candesartanum Actavis Group DK/H/1839/003/1A/022
mg/12.5 mg tablets, Tablets, |cilexetilum, Hydro-|PTC ehf,, Islande
32 mg/12.5 mg chlorothiazidum

5 14-0065 |Candesartan HCT Actavis 32 |Candesartanum Actavis Group DK/H/1839/004/1A/022
mg/25 mg tablets, Tablets, 32 |cilexetilum, Hydro- |PTC ehf., Islande
mg/25 mg chlorothiazidum

6 11-0256 |Candesartan HCT Actavis 8 |Candesartanum Actavis Group DK/H/1839/001/I1A/022
mg/12.5 mg tablets, Tablets, 8 |cilexetilum, Hydro- |PTC ehf,, Islande
mg/12.5 mg chlorothiazidum

7 12-0259 |Capecitabine Actavis 150 mg |Capecitabinum Actavis Group BE/H/0198/001/1A/013
film-coated tablets, Film- PTC ehf,, Islande
coated tablets, 150 mg

8 12-0260 |Capecitabine Actavis 500 mg |Capecitabinum Actavis Group BE/H/0198/002/1A/013
film-coated tablets, Film- PTC ehf,, Islande
coated tablets, 500 mg

9 14-0124 |Cleodette 0.02 mg/3 mg 28  |Ethinylestradiolum,|Actavis Group PT/H/0707/003/1A/008/G
film-coated tablets, Film- Drospirenonum PTC ehf,, Islande
coated tablets, 0.02 mg/3 mg

10 14-0122 |Cleodette 0.02 mg/3 mg film- |Ethinylestradiolum,|Actavis Group PT/H/0707/001/1A/008/G
coated tablets, Film-coated Drospirenonum PTC ehf, Islande
tablets, 0.02mg/3 mg

11 14-0123  |Cleodette 0.03 mg/3 mg film- |Ethinylestradiolum,|Actavis Group PT/H/0707/002/1A/008/G
coated tablets, Film-coated Drospirenonum PTC ehf, Islande
tablets, 0.03 mg/3 mg

12 14-0042 |Levonorgestrel Actavis 750 |Levonorgestrelum |Actavis Group NL/H/2654/002/1B/004
micrograms tablets, Tablets, PTC ehf, Islande
750 ug

13 16-0030 |Perindopril/Indapamide Perindoprili Actavis Group SE/H/1426/003/1A/001
Actavis 10 mg/2.5 mg film-  |argininum, PTC ehf,, Islande
coated tablets, Film-coated Indapamidum
tablets, 10 mg/2.5 mg hemihydricum

14 16-0028  |Perindopril/Indapamide Perindoprili Actavis Group SE/H/1426/001/1A/001
Actavis 2.5 mg/0.625 mg film-|argininum, PTC ehf., Islande
coated tablets, Film-coated Indapamidum
tablets, 2.5 mg/0.625 mg hemihydricum

15 16-0029 |Perindopril/Indapamide Perindoprili Actavis Group SE/H/1426/002/1A/001
Actavis 5 mg/1.25 mg film-  [argininum, PTC ehf., Islande
coated tablets, Film-coated Indapamidum

tablets, 5 mg/1.25 mg

hemihydricum
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16 14-0146 |Urizia 6 mg/0.4 mg modified [Solifenacini Astellas Pharma NL/H/2968/001/1B/007
release tablets, Modified- succinas, AS, Danija
release tablets, 6 mg/0.4 mg |Tamsulosini
hydrochloridum
17 10-0050 |Piperacillin/Tazobactam Piperacillinum, Aurobindo Pharma SE/H/0844/001/1B/017
Aurobindo 2 g/0.25 g powder |Tazobactamum (Malta) Limited,
for solution for infusion, Malta
Powder for solution for
infusion, 2 g/0.25 g
18 10-0051 |Piperacillin/Tazobactam Piperacillinum, Aurobindo Pharma SE/H/0844/002/1B/017
Aurobindo 4 ¢/0.5 g powder |Tazobactamum (Malta) Limited,
for solution for infusion, Malta
Powder for solution for
infusion, 4 g/0.5 g
19 15-0114 |Extraneal Clear-Flex solution |lcodextrinum, Baxter Latvija, DK/H/xxxx/1A/16|DK/H/0281/001/1A/008/G
for peritoneal dialysis, Natrii chloridum, |SIA, Latvija 6/G
Solution for peritoneal Natrii (S)- lactatis
dialysis solutio, Calcii
chloridum,
Magnesii
chloridum
20 15-0020 [Nutrineal PD4 Clear-Flex Amino acida mixta, | Baxter Latvija, DK/H/xxxx/1A/16 |DK/H/0258/001/1A/037/G
solution for peritoneal Natrii chloridum, |SIA, Latvija 6/G
dialysis, Solution for Calcii chloridum
peritoneal dialysis dihydricum,
Magnesii
chloridum

hexahydricum,
Natrii (S)- lactatis
solutio
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21

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/0419/003/1B/031

22

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/0419/003/1B/032
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23

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/0419/006/1B/031

24

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/0419/006/1B/032
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25

10-0249

OLIMEL N9E 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/0419/005/1B/031
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26

10-0249

OLIMEL N9E 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/0419/005/1B/032
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27

10-0250

OLIMEL PERI N4E 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/0419/001/1B/031
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28 10-0250 |OLIMEL PERI N4E emulsion|Olivae oleum Baxter S.A., FR/H/0419/001/1B/032
for infusion, Emulsion for raffinatum, Soiae  |Belgija
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
29 14-0269 |Betaserc 24 mg orodispersible | Betahistini BGP Products, F1/H/0827/001/1A/004
tablets, Orodispersible tablets, |dihydrochloridum [SIA, Latvija
24 mg
30 14-0134  |Brufedol 40 mg/ml oral Ibuprofenum BGP Products, DE/H/2597/002/1A/021
suspension, Oral suspension, SIA, Latvija
40 mg/ml
31 13-0172 |Brufen 600 mg effervescent |lbuprofenum BGP Products, UK/H/5137/001/IA/011
granules, Effervescent SIA, Latvija
granules, 600 mg
32 14-0009 |Brufen Plus 400 mg/30 mg Ibuprofenum, BGP Products, F1/H/0793/001/1A/007
film-coated tablets, Film- Codeini phosphas |SIA, Latvija
coated tablets, 400 mg/30 mg [hemihydricus
33 08-0171 |Noflamen 15 mg tablets, Meloxicamum Egis HU/H/0172/002/1B/008
Tablets, 15 mg Pharmaceuticals
PLC, Ungarija
34 07-0278 |Velaxin 150 mg prolonged- |Venlafaxinum Egis HU/H/0128/003/1B/024
release hard capsules, Pharmaceuticals
Prolonged release capsules, PLC, Ungarija
hard, 150 mg
35 05-0555 [Velaxin 25 mg tablets, Venlafaxinum Egis HU/H/0102/001/1B/029
Tablets, 25 mg Pharmaceuticals
PLC, Ungarija
36 07-0276 |Velaxin 37.5 mg prolonged- |Venlafaxinum Egis HU/H/0128/001/1B/024

release hard capsules,
Prolonged release capsules,
hard, 37.5 mg

Pharmaceuticals
PLC, Ungarija
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37 05-0556 [Velaxin 37.5 mg tablets, Venlafaxinum Egis HU/H/0102/002/1B/029
Tablets, 37.5 mg Pharmaceuticals
PLC, Ungarija
38 05-0557  [Velaxin 50 mg tablets, Venlafaxinum Egis HU/H/0102/003/1B/029
Tablets, 50 mg Pharmaceuticals
PLC, Ungarija
39 07-0277  |Velaxin 75 mg prolonged- Venlafaxinum Egis HU/H/0128/002/1B/024
release hard capsules, Pharmaceuticals
Prolonged release capsules, PLC, Ungarija
hard, 75 mg
40 05-0558 [Velaxin 75 mg tablets, Venlafaxinum Egis HU/H/0102/004/1B/029
Tablets, 75 mg Pharmaceuticals
PLC, Ungarija
41 08-0181 |SmofKabiven Central L-Alaninum, L- Fresenius Kabi SE/H/IXXXX/IA/ |SE/H/0792/001/1A/089/G

emulsion for infusion,
Emulsion for infusions

Argininum,
Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum, Natrii
glycerophosphas,
Magnesii sulfas,
Kalii chloridum,
Natrii acetas, Zinci
sulfas, Glucosum,
Soiae oleum
raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

AB, Zviedrija

367/G
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42 08-0181 |SmofKabiven Central L-Alaninum, L- Fresenius Kabi SE/H/IXXXX/IA/ |SE/H/0792/001/1A/090/G

emulsion for infusion, Argininum, AB, Zviedrija 369/G

Emulsion for infusions Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-

Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum, Natrii
glycerophosphas,
Magnesii sulfas,
Kalii chloridum,
Natrii acetas, Zinci
sulfas, Glucosum,
Soiae oleum
raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

43 08-0180 [SmofKabiven Electrolyte Free|L-Alaninum, L- Fresenius Kabi SE/H/IXXXX/IA/ |SE/H/0792/002/IA/089/G
Central emulsion for infusion, |Argininum, AB, Zviedrija 367/G
Emulsion for infusions Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum,
Glucosum, Soiae
oleum raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

10
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44 08-0180 [SmofKabiven Electrolyte Free|L-Alaninum, L- Fresenius Kabi SE/H/IXXXX/IA/ |SE/H/0792/002/1A/090/G

Central emulsion for infusion, |Argininum, AB, Zviedrija 369/G

Emulsion for infusions Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-

Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum,
Glucosum, Soiae
oleum raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

45 09-0020 |SmofKabiven Peripheral Glucosum Fresenius Kabi SE/H/IXXXX/IA/ |SE/H/0861/001/IA/086/G
emulsion for infusion, monohydricum, L- | AB, Zviedrija 367/G
Emulsion for infusions Alaninum, L-
Argininum,
Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum
dihydricum, Natrii
glycerophosphas,
Magnesii sulfas
heptahydricus, Kalii
chloridum, Natrii
acetas trihydricus,
Zinci sulfas, Soiae
oleum raffinatum,
Triglycerida saturata
media, Olivae oleum
raffinatum, Piscis
oleum omega-3 acidis
abundans

11
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46

09-0020

SmofKabiven Peripheral
emulsion for infusion,
Emulsion for infusions

Glucosum
monohydricum, L-
Alaninum, L-
Argininum,
Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum
dihydricum, Natrii
glycerophosphas,
Magnesii sulfas
heptahydricus, Kalii
chloridum, Natrii
acetas trihydricus,
Zinci sulfas, Soiae
oleum raffinatum,
Triglycerida saturata
media, Olivae oleum
raffinatum, Piscis
oleum omega-3 acidis
abundans

Fresenius Kabi
AB, Zviedrija

SE/HIXXXX/NA/
369/G

SE/H/0861/001/1A/087/G

47

05-0371

Aminosteril N-Hepa 8 %
solution for infusion, Solution
for infusion, 8 %

L-Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysini acetas, L-
Methioninum,
Acetylcysteinum, L-
Phenylalaninum, L-
Threoninum, L-
Tryptophanum, L-
Valinum, L-
Argininum,
Glycinum, L-
Alaninum, L-
Prolinum, L-
Serinum, Acidum
aceticum glaciale

Fresenius Kabi
Deutschland
GmbH, Vacija

SE/HIXXXXNA/
367/G

DE/H/0357/001/1A/077/G

48

06-0168

Geloplasma solution for
infusion, Solution for infusion

Gelatina, Natrii
chloridum,
Magnesii
chloridum
hexahydricum,
Kalii chloridum,
Natrii lactatis
solutio

Fresenius Kabi
France, Francija

FR/H/0290/001/1A/019/G

12
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49 15-0002 |Biphozyl solution for Magnesii Gambro Lundia  [NL/H/xxxx/IA/43 |NL/H/3002/001/1A/004/G
haemodialysis/haemofiltration |chloridum AB, Zviedrija 0/G
, Solution for hexahydricum,
haemodialysis/haemofiltration |Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum,
Dinatrii phosphas
dihydricus
50 10-0446  |Hemosol BO solution for Natrii Gambro Lundia  |NL/H/xxxx/IA/43 |SE/H/0171/001/IA/040/G
haemodialysis/haemofiltration |hydrogenocarbonas |AB, Zviedrija 0/G
, Solution for , Natrii chloridum,
haemodialysis/haemofiltration |Calcii chloridum
dihydricum,
Magnesii
chloridum
hexahydricum,
Acidum lacticum
51 09-0359  |Phoxilium 1.2 mmol/I Calcii chloridum  |Gambro Lundia  |NL/H/xxxx/IA/43 [NL/H/1147/001/1A/030/G
phosphate solution for dihydricum, AB, Zviedrija 0/G
haemodialysis/haemofiltration | Magnesii
, Solution for chloridum
haemodialysis/haemofiltration |hexahydricum,
, 1.2 mmol/Il Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum,
Dinatrii phosphas
dihydricus
52 15-0023 |Regiocit solution for Natrii citras, Natrii |Gambro Lundia NL/H/xxxx/1A/43 |NL/H/2979/001/1A/003/G
haemofiltration, Solution for |chloridum AB, Zviedrija 0/G
haemofiltration
53 99-0035 |Augmentin 875 mg/125 mg  |Amoxicillinum, GlaxoSmithKline DE/H/2868/002/1A/027
film-coated tablets, Film- Acidum Latvia, SIA,
coated tablets, 875 mg/125 clavulanicum Latvija
mg
54 10-0620 |Meropenem Hospira 1 g Meropenemum Hospira UK DK/H/1699/002/1B/025/G
powder for solution for Limited,
injection or infusion, Powder Lielbritanija
for solution for injection or
infusion, 1 g
55 10-0621 |Meropenem Hospira 500 mg |Meropenemum Hospira UK DK/H/1699/001/1B/025/G
powder for solution for Limited,
injection or infusion, Powder Lielbritanija
for solution for injection or
infusion, 500 mg
56 13-0062 |Amlodipine/Atorvastatin Krka| Amlodipinum, KRKA, d.d., Novo SI1/H/0143/002/1A/007/G
10 mg/10 mg film-coated Atorvastatinum mesto, Slovénija
tablets, Film-coated tablets,
10 mg/10 mg
57 14-0132 |Amlodipine/Atorvastatin Krka| Amlodipinum, KRKA, d.d., Novo S1/H/0143/003/1A/007/G
5 mg/10 mg film-coated Atorvastatinum mesto, Slovénija
tablets, Film-coated tablets, 5
mg/10 mg
58 13-0059 |Atordapin 10 mg+10 mg film- |Amlodipinum, KRKA, d.d., Novo SI/H/0142/002/1A/008/G

coated tablets, Film-coated
tablets, 10 mg+10 mg

Atorvastatinum

mesto, Slovénija

13
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59 13-0059 |Atordapin 10 mg+10 mg film- |Amlodipinum, KRKA, d.d., Novo SI1/H/0142/002/1B/007
coated tablets, Film-coated Atorvastatinum mesto, Slovénija
tablets, 10 mg+10 mg
60 14-0133 |Atordapin 5 mg+10 mg film- |Amlodipinum, KRKA, d.d., Novo SI/H/0142/003/1B/007
coated tablets, Film-coated  |Atorvastatinum mesto, Slovénija
tablets, 5 mg+10 mg
61 14-0133 |Atordapin 5 mg+10 mg film- |Amlodipinum, KRKA, d.d., Novo SI/H/0142/003/1A/008/G
coated tablets, Film-coated  |Atorvastatinum mesto, Slovénija
tablets, 5 mg+10 mg
62 12-0178 |Co-Olimestra 20 mg/12,5 mg |Olmesartanum KRKA, d.d., Novo DK/H/2111/001/1B/010
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 20 mg/12,5 mg |Hydrochlorothiazid
um
63 12-0179 |Co-Olimestra 20 mg/25 mg Olmesartanum KRKA, d.d., Novo DK/H/2111/002/1B/010
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 20 mg/25 mg |Hydrochlorothiazid
um
64 12-0180 |Co-Olimestra 40 mg/12.5 mg [Olmesartanum KRKA, d.d., Novo DK/H/2111/003/1B/010
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 40 mg/12.5 mg |Hydrochlorothiazid
um
65 12-0181 |Co-Olimestra 40 mg/25 mg Olmesartanum KRKA, d.d., Novo DK/H/2111/004/1B/010
film-coated tablets, Film- medoxomilum, mesto, Slovénija
coated tablets, 40 mg/25 mg |Hydrochlorothiazid
um
66 07-0230 |Kventiax 100 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/002/1A/028
tablets, Film-coated tablets, mesto, Slovénija
100 mg
67 07-0232  |Kventiax 200 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/004/1A/028
tablets, Film-coated tablets, mesto, Slovénija
200 mg
68 07-0229 |Kventiax 25 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/001/1A/028
tablets, Film-coated tablets, mesto, Slovénija
25 mg
69 07-0233  |Kventiax 300 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/005/1A/028
tablets, Film-coated tablets, mesto, Slovénija
300 mg
70 13-0033 |Meaxin 100 mg film-coated |Imatinibum KRKA, d.d., Novo CZ/H/0414/001/1A/009
tablets, Film-coated tablets, mesto, Slovénija
100 mg
71 13-0034 |Meaxin 400 mg film-coated |Imatinibum KRKA, d.d., Novo CZ/H/0414/002/1A/009
tablets, Film-coated tablets, mesto, Slovénija
400 mg
72 11-0088 |Valsartan/hydrochlorothiazide | Valsartanum, KRKA, d.d., Novo CZ/H/0370/002/1A/010/G
Krka 160 mg/12.5 mg film-  [Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 160 mg/12.5 mg
73 11-0089 |Valsartan/hydrochlorothiazide | Valsartanum, KRKA, d.d., Novo CZ/H/0370/003/1A/010/G
Krka 160 mg/25 mg film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 160 mg/25 mg
74 11-0090 |Valsartan/hydrochlorothiazide |Valsartanum, KRKA, d.d., Novo CZ/H/0370/004/1A/010/G

Krka 320 mg/12.5 mg film-
coated tablets, Film-coated
tablets, 320 mg/12.5 mg

Hydrochlorothiazid
um

mesto, Slovénija
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75 11-0091 |Valsartan/hydrochlorothiazide | Valsartanum, KRKA, d.d., Novo CZ/H/0370/005/1A/010/G
Krka 320 mg/25 mg film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 320 mg/25 mg
76 11-0092 |Valsartan/hydrochlorothiazide |Valsartanum, KRKA, d.d., Novo CZ/H/0370/001/1A/010/G
Krka 80 mg/12.5 mg film- Hydrochlorothiazid |mesto, Slovénija
coated tablets, Film-coated um
tablets, 80 mg/12.5 mg
77 05-0096 |Metforal 1000 mg film-coated | Metformini Laboratori DE/H/0515/001/1A/036/G
tablets, Film-coated tablets, [hydrochloridum Guidotti S.p.A.,
1000 mg Italija
78 14-0097 |Diener 2 mg/0.03 mg film- Dienogestum, Laboratorios Leon DE/H/3556/001/IA/006
coated tablets, Film-coated Ethinylestradiolum |Farma S.A.,
tablets, 2 mg/0.03 mg Spanija
79 14-0100 |Lasca 2 mg/0.03 mg film- Dienogestum, Ladee Pharma DE/H/3559/001/IA/006
coated tablets, Film-coated Ethinylestradiolum |Baltics UAB,
tablets, 2 mg/0.03 mg Lietuva
80 14-0100 |Lasca 2 mg/0.03 mg film- Dienogestum, Ladee Pharma DE/H/3559/001/IA/007
coated tablets, Film-coated Ethinylestradiolum |Baltics UAB,
tablets, 2 mg/0.03 mg Lietuva
81 13-0043 |Bileni 137 micrograms/50 Azelastini Meda Pharma, DE/H/XXXX/WS|DE/H/3356/001/11/013
micrograms per actuation hydrochloridum,  |SIA, Latvija 1325
nasal spray, suspension, Nasal |Fluticasoni
spray, suspension, 137 propionas
micrograms/50 micrograms
per actuation
82 13-0044  |Dymista 137 micrograms/50 |Azelastini Meda Pharma, DE/H/XXXX/WS|DE/H/3355/001/11/013
micrograms per actuation hydrochloridum,  |SIA, Latvija 1325
nasal spray, suspension, Nasal |Fluticasoni
spray, suspension, 137 propionas
micrograms/50 micrograms
per actuation
83 10-0602 |Opexa 20 mg tablets, Tablets, |Bilastinum Menarini DE/H/2300/001/1A/022/G
20 mg International
Operations
Luxembourg S.A.,
Luksemburga
84 14-0050 |Xeomin 100 U powder for Neurotoxinum A |Merz DE/H/0722/001/1A/080
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 100 |sine proteinorum |GmbH, Vacija
U multiplex
85 14-0050 |Xeomin 100 U powder for Neurotoxinum A |Merz DE/H/0722/001/11/078/G
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 100 |sine proteinorum |GmbH, Vacija
U multiplex
86 16-0111 |Xeomin 200 U powder for Neurotoxinum A |Merz DE/H/0722/003/1A/080
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 200 |sine proteinorum |GmbH, Vacija
U multiplex
87 16-0111 |Xeomin 200 U powder for Neurotoxinum A |Merz DE/H/0722/003/11/078/G
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 200 |sine proteinorum |GmbH, Vacija
U multiplex
88 14-0049 | Xeomin 50 U powder for Neurotoxinum A |Merz DE/H/0722/002/1A/080

solution for injection, Powder
for solution for injection, 50
U

Clostridii botulini
sine proteinorum
multiplex

Pharmaceuticals
GmbH, Vacija
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89 14-0049 | Xeomin 50 U powder for Neurotoxinum A |Merz DE/H/0722/002/11/078/G
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 50 |sine proteinorum |GmbH, Vacija
U multiplex

90 09-0375 |Duphalac Fruit 667 mg/ml Lactulosum Mylan Healthcare AT/H/0242/001/1A/027
oral solution, Oral solution, GmbH, Vicija
667 mg/ml

91 09-0375 |Duphalac Fruit 667 mg/ml Lactulosum Mylan Healthcare AT/H/0242/001/1A/026
oral solution, Oral solution, GmbH, Vicija
667 mg/ml

92 16-0255 |Sirdupla 25/125 Salmeterolum, Mylan S.A.S, UK/H/5607/001/1A/002
microgram/dose pressurised  |Fluticasoni Francija
inhalation, suspension, propionas
Pressurised inhalation,
suspension, 25/125 pg/dose

93 16-0256 |Sirdupla 25/250 Salmeterolum, Mylan S.A.S, UK/H/5607/002/1A/002
microgram/dose pressurised  |Fluticasoni Francija
inhalation, suspension, propionas
Pressurised inhalation,
suspension, 25/250 pg/dose

94 05-0030 [Certican 0.1 mg dispersible  [Everolimusum Novartis Finland SE/H/0356/005/1A/035/G
tablets, Dispersible tablets, Oy, Somija
0.1 mg

95 05-0030 [Certican 0.1 mg dispersible  |Everolimusum Novartis Finland SE/H/0356/005/1B/034
tablets, Dispersible tablets, Oy, Somija
0.1 mg

96 05-0031 [Certican 0.25 mg dispersible |Everolimusum Novartis Finland SE/H/0356/006/1A/035/G
tablets, Dispersible tablets, Oy, Somija
0.25mg

97 05-0031 [Certican 0.25 mg dispersible |Everolimusum Novartis Finland SE/H/0356/006/1B/034
tablets, Dispersible tablets, Oy, Somija
0.25mg

98 05-0026 [Certican 0.25 mg tablets, Everolimusum Novartis Finland SE/H/0356/001/1A/035/G
Tablets, 0.25 mg Oy, Somija

99 05-0026 [Certican 0.25 mg tablets, Everolimusum Novartis Finland SE/H/0356/001/1B/034
Tablets, 0.25 mg Oy, Somija

100 05-0027 |Certican 0.5 mg tablets, Everolimusum Novartis Finland SE/H/0356/002/1A/035/G
Tablets, 0.5 mg Oy, Somija

101 05-0027 [Certican 0.5 mg tablets, Everolimusum Novartis Finland SE/H/0356/002/1B/034
Tablets, 0.5 mg Oy, Somija

102 05-0028 [Certican 0.75 mg tablets, Everolimusum Novartis Finland SE/H/0356/003/1A/035/G
Tablets, 0.75 mg Oy, Somija

103 05-0028 [Certican 0.75 mg tablets, Everolimusum Novartis Finland SE/H/0356/003/1B/034
Tablets, 0.75 mg Oy, Somija

104 05-0029 |[Certican 1.0 mg tablets, Everolimusum Novartis Finland SE/H/0356/004/1A/035/G
Tablets, 1.0 mg Oy, Somija

105 05-0029 |[Certican 1.0 mg tablets, Everolimusum Novartis Finland SE/H/0356/004/1B/034
Tablets, 1.0 mg Oy, Somija

106 07-0099 |Absenor 500 mg prolonged  |Natrii valproas Orion Corporation, DE/H/1910/002/P/001
release tablets, Prolonged- Somija
release tablets, 500 mg

107 14-0112  |Bufomix Easyhaler 160 Budesonidum, Orion Corporation, SE/H/1213/002/1B/003/G

micrograms/4,5 micrograms
inhalation, inhalation powder,
Inhalation powder, 160 pg/4,5
ng inhalation

Formoteroli

fumaras dihydricus

Somija
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108 14-0113  |Bufomix Easyhaler 320 Budesonidum, Orion Corporation, SE/H/1213/003/1B/003/G
micrograms/9 micrograms Formoteroli Somija
inhalation, inhalation powder, |fumaras dihydricus
Inhalation powder, 320 pg/9
ng inhalation

109 14-0040 |Elistrel 1500 micrograms Levonorgestrelum |Orivas UAB, NL/H/2657/001/1B/002/G
tablets, Tablets, 1500 pg Lietuva

110 09-0179 |Doxonex SR 4 mg prolonged |Doxazosinum Pharmaceutical EE/H/0172/001/IA/011
release tablets, Prolonged- Works Polpharma
release tablets, 4 mg SA, Polija

111 15-0113 |Brizadopt 10 mg/ml eye Brinzolamidum PharmaSwiss NL/H/2834/001/1B/002/G
drops, suspension, Eye drops, Ceska republika
suspension, 10 mg/ml s.r.0., Cehija

112 10-0548 |Ecriten 100 mg film-coated  [Sildenafilum PharmaSwiss SK/H/0115/003/1A/014
tablets, Film-coated tablets, Ceska republika
100 mg s.r.0., Cehija

113 11-0311 |Butifen 400 mg film-coated  |lbuprofenum Ratiopharm DE/H/2590/001/1B/013
tablets, Film-coated tablets, GmbH, Vacija
400 mg

114 15-0046 |Aceclofenac Rivopharm 100 |Aceclofenacum Rivopharm UK UK/H/5382/001/1A/003
mg film-coated tablets, Film- Ltd, Lielbritanija
coated tablets, 100 mg

115 05-0211 |Roferon-A 3 million Interferonum alfa- |Roche Latvija, NL/H/0028/011/1B/071
international units (MIU) 2a SIA, Latvija
solution for injection in pre-
filled syringe, Solution for
injection in a pre-filled
syringes, 3 MIU/0,5 ml

116 07-0316 [Nebivolol STADA 5 mg Nebivololum Stada Arzneimittel NL/H/0803/001/1A/023
tablets, Tablets, 5 mg AG, Vacija

117 15-0169 |Duloxetine Teva 60 mg gastro{Duloxetinum TevaB.V., DE/H/5010/002/1A/007
resistant capsules, hard, Niderlande
Gastro-resistant capsules,
hard, 60 mg

118 12-0336 |Dutasteride Teva 0.5 mg Dutasteridum Teva Pharma B.V., EE/H/0177/001/1B/011/G
capsules, soft, Capsules, soft, Niderlande
0.5mg

119 12-0336 |Dutasteride Teva 0.5 mg Dutasteridum Teva Pharma B.V., EE/H/0177/001/1B/012
capsules, soft, Capsules, soft, Niderlande
0.5mg

120 09-0343  |Nebiphar 5 mg tablets, Nebivololum Teva Pharma B.V., HU/H/0184/001/1B/024
Tablets, 5 mg Niderlande

121 98-0791  |Zyrtec 1 mg/ml oral solution, |Cetirizini UCB Pharma Oy IE/H/0209/003/1A/022
Oral solution, 1 mg/ml dihydrochloridum |Finland, Somija

122 98-0688 |Zyrtec 10 mg film-coated Cetirizini UCB Pharma Oy IE/H/0209/001/1A/022
tablets, Film-coated tablets, |dihydrochloridum [Finland, Somija
10 mg

123 98-0731  |Zyrtec 10 mg film-coated Cetirizini UCB Pharma Oy IE/H/0209/001/1A/022

tablets, Film-coated tablets,
10 mg

dihydrochloridum

Finland, Somija
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124

98-0730

Zyrtec 10 mg/ml oral drops, |Cetirizini

solution, Oral drops, solution, |dihydrochloridum

10 mg/ml

UCB Pharma Oy
Finland, Somija

IE/H/0209/002/1A/022

Zalu registracijas
departamenta vaditaja
M.Emersone
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