Registracija

R1kojuma Nr.2-20/39 pielikums Nr.1

coated tablets
Film-coated tablets, 500
mg

Actabi 500 mg
apvalkotas tabletes
Apvalkotas tabletes, 500
mg

aluminija blisteris
N120
PVDH/PE/PVH/AI
blisteris N120

Kipra
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1 2 3 4 5 6 7 8 9 10
1 Brufen 400 mg Ibuprofenum Papira/PE/Al Abbott Laboratories  nesteroidie MO1AEO1 13-0078  SE/H/1184/001/ Pr.
effervescent granules folijas/PE pacina Baltics SIA, Latvija  pretiekaisuma un DC
Effervescent granules, 400 N20, N30, N40 pretreimatisma
mg [1dzekli
Brufen 400 mg putojosas
granulas
Putojosas granulas, 400
mg
2 Actabi 150 mg film- Capecitabinum PVDH/PE/PVH/AI  PharOS Generics Ltd, onkologisks lidzeklis LO1BC06  13-0079  SE/H/1182/001/ Pr.
coated tablets blisteris N60 Kipra DC
Film-coated tablets, 150 PVH/PVDH
mg aluminija blisteris
Actabi 150 mg N60
apvalkotas tabletes
Apvalkotas tabletes, 150
mg
3 Actabi 500 mg film- Capecitabinum PVH/PVDH PharOS Generics Ltd, onkologisks lidzeklis LO1BC06  13-0080  SE/H/1182/002/ Pr.

DC
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4 Fludarabine Kabi 50 mg Fludarabini phosphas  Stikla flakons N1 Fresenius Kabi onkologisks Iidzeklis L01BBO5  13-0081  UK/H/5066/001/ Pr.
powder for solution for Oncology Plc., DC
injection or infusion Lielbritanija

Powder for solution for
injection or infusion, 50
mg

Fludarabine Kabi 50 mg
pulveris injekciju vai
infiziju Skiduma
pagatavosanai

Pulveris injekciju vai
infuziju skiduma
pagatavosanai, 50 mg

5 Kolxip 10 mg tablets Ezetimibum ABPE pudele N100  Sandoz d.d., Slovénija hipolipidémizgjoss =~ CL0AX09 13-0082  AT/H/0441/001/ Pr.
Tablets, 10 mg Al/Al blisteris N7, lidzeklis DC
Kolxip 10 mg tabletes N10, N14, N20, N28,
Tabletes, 10 mg N30, N50, N56, N60,
N84, N90, N98,
N100
PVH/PVDH

aluminija blisteris
N7, N10, N14, N20,
N28, N30, N50, N56,
N60, N84, N90, N98,

N100
6 Memantine Teva 10 mg Memantini Al/Al vienas devas  Teva Pharma B.V., pretdemences N06DX01  13-0083 DE/H/3541/001/ Pr.
orodispersible tablets hydrochloridum blisteris N10, N14,  Niderlande Iidzeklis DC
Orodispersible tablets, 10 N28, N30, N42, N50,
mg N56, N60, N84, N90,
Memantine Teva 10 mg N98, N100, N112,
muteé dispergéjamas N120, N150, N180,
tabletes N200

Muté disperg€jamas
tabletes, 10 mg
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7 Memantine Teva 20 mg Memantini Al/Al vienas devas  Teva Pharma B.V., pretdemences NO6DX01 13-0084  DE/H/3541/002/ Pr.
orodispersible tablets hydrochloridum blisteris N10, N14,  Niderlande lidzeklis DC
Orodispersible tablets, 20 N28, N30, N42, N50,
mg N56, N60, N84, N9O,
Memantine Teva 20 mg N98, N100, N112,
muté dispergéjamas N120
tabletes
Mutg dispergéjamas
tabletes, 20 mg
8 Omeprazole Uquifa20  Omeprazolum PA/AI/PVHIIAI Uquifa - Union protonu stikna A02BC01  13-0085  PT/H/0476/001/ Pr.
mg gastro-resistant blisteris N7, N14, Quimico Farmaceutica, inhibitors MR
capsule, hard N28, N30, N60, S.A., Spanija
Gastro-resistant capsule, N500
hard, 20 mg
Omeprazole Uquifa 20
mg zarnas Skisto$as
cietas kapsulas
Zarnas $kistosas cietas
kapsulas, 20 mg
9 Panadol Children 120  Paracetamolum 200 ml PET pudele  GlaxoSmithKline pretsapju un NO2BEO1  13-0086 Bez
mg/5 ml oral suspension N1 Consumer Healthcare, pretdrudza lidzeklis receptes
for children 100 ml PET pudele  GlaxoSmithKline
Oral suspension, 120 mg/5 N1 Export Ltd.,
ml 60 ml PET pudele N1 Lielbritanija

Panadol Children 120
mg/5 ml suspensija
iekSkigai lietoSanai
bérniem

Suspensija iekskigai
lietoSanai, 120 mg/5 ml
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Panadol Children 240 Paracetamolum
mg/5 ml oral suspension
for children

Oral suspension, 240 mg/5
ml

Panadol Children 240
mg/5 ml suspensija
iekskigai lietoSanai
bérniem

Suspensija ickskigai
lietos$anai, 240 mg/5 ml

Perindopril/Indapamide Perindoprili tosilas,

Teva 2,5 mg/0,625 mg
film-coated tablets
Film-coated tablets, 2,5
mg/0,625 mg
Perindopril/Indapamide
Teva 2,5 mg/0,625 mg
apvalkotas tabletes
Apvalkotas tabletes, 2,5
mg/0,625 mg

Indapamidum

Perindopril/Indapamide Perindoprili tosilas,

Teva 5 mg/1,25 mg film- Indapamidum
coated tablets

Film-coated tablets, 5

mg/1,25 mg

Perindopril/Indapamide

Teva 5 mg/1,25 mg

apvalkotas tabletes

Apvalkotas tabletes, 5

mg/1,25 mg

200 ml PET pudele
N1
100 ml PET pudele
N1

Polipropiléna
pudelite N30, N60,
N90, N90 (3x30),
N100

Polipropiléna
pudelite N30, N60,
N90, N90 (3x30),
N100

GlaxoSmithKline
Consumer Healthcare, Iidzeklis
GlaxoSmithKline

Export Ltd.,

Lielbritanija

Teva Pharma B.V.,
Niderlande

AKE inhibitors,
diurétisks lidzeklis

AKE inhibitors,
diurétisks lidzeklis

Teva Pharma B.V.,
Niderlande

pretsapju, pretdrudza NO2BEO1

C09BA04

C09BA04

13-0087 Bez
receptes

13-0088 NL/H/2467/001/ Pr.

DC

NL/H/2467/002/ Pr.
DC

13-0089
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13 Treclinac 10 mg/0,25 Clindamycinum, 60 g Aluminija Meda Pharma SIA, pretpinnu Iidzeklis D10AF51  13-0090  SE/H/1134/001/ Pr.
mg/g gel Tretinoinum tabina N1 Latvija DC
Gel, 10 mg/0,25 mg/g 30 g Aluminija
Treclinac 10 mg/0,25 tibina N1
mg/g gels
Gels, 10 mg/0,25 mg/g
14 Clarithromycin Clarithromycinum PVH/PVDH AS Grindeks, Latvija antibiotisks lidzeklis JO1FAQ9 13-0091 PT/H/0815/001/ Pr.
Grindeks 250 mg film- aluminija blisteris DC
coated tablets N7, N8, N14, N16
Film-coated tablets, 250
mg
Clarithromycin
Grindeks 250 mg
apvalkotas tabletes
Apvalkotas tabletes, 250
mg
15 Clarithromycin Clarithromycinum PVH/PVDH AS Grindeks, Latvija antibiotisks lidzeklis JO1FAQ9 13-0092  PT/H/0815/002/ Pr.

Grindeks 500 mg film-
coated tablets
Film-coated tablets, 500
mg

Clarithromycin
Grindeks 500 mg
apvalkotas tabletes
Apvalkotas tabletes, 500
mg

aluminija blisteris
N7, N8, N14, N16

DC
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16 Imakrebin 100 mg film-  Imatinibum PVDH/PE/PVH/AI  Alvogen IPCo S.a.r.l.,, onkologisks Iidzeklis LO1XEO1  13-0093 NL/H/2540/001/ Pr.
coated tablets blisteris N10, N20,  Luksemburga DC
Film-coated tablets, 100 N30, N60, N90,
mg N120, N180 (18x10)
Imakrebin 100 mg
apvalkotas tabletes
Apvalkotas tabletes, 100
mg
17 Imakrebin 400 mg film-  Imatinibum PVDH/PE/PVH/AI  Alvogen IPCo S.a.r.l.,, onkologisks Iidzeklis LO1XEO1  13-0094  NL/H/2540/002/ Pr.
coated tablets blisteris N10, N20,  Luksemburga DC
Film-coated tablets, 400 N30, N60, N9O,
mg N120, N180 (18x10)
Imakrebin 400 mg
apvalkotas tabletes
Apvalkotas tabletes, 400
mg
18 Mexolan 15 mg/1,5 mi Meloxicamum 1,5 ml Stikla ampula Lannacher Heilmittel nesteroids MO1AC06 13-0095 Pr.
solution for injection N5, N50 Ges.m.b.H., Austrija  pretiekaisuma
Solution for injection, 10 lidzeklis

mg/ml

Mexolan 15 mg/1,5 mi
Skidums injekcijam
Skidums injekcijam, 10
mg/ml
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19

20

Recombinate 250 IU/5  Octocogum alfa
ml powder and solvent
for solution for injection
Powder and solvent for
solution for injection, 250
1U/5 ml

Recombinate 250 SV/5
ml pulveris un
skidinatajs injekciju
Skiduma pagatavoSanai
Pulveris un §kidinatajs
injekciju Skiduma
pagatavosanai, 250 SV/5
mi

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

Recombinate 500 SV/5
ml pulveris un
skidinatajs injekciju
Skiduma pagatavoSanai
Pulveris un skidinatajs
injekciju skiduma
pagatavosanai, 500 SV/5
ml

Octocogum alfa

5 ml Stikla pudele
N1

5 ml Stikla pudele
N1

Baxter AG, Austrija

Baxter AG, Austrija

asins koagulacijas
faktors

asins koagulacijas
faktors

B02BD02

B02BD02

13-0096  NL/H/0043/004 Pr.

13-0097  NL/H/0043/005 Pr.
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21 Recombinate 1000 IU/5 Octocogum alfa 5 ml Stikla pudele Baxter AG, Austrija  asins koagulacijas B02BD02  13-0098 NL/H/0043/006 Pr.
ml powder and solvent N1 faktors

for solution for injection
Powder and solvent for
solution for injection,
1000 1U/5 ml
Recombinate 1000 SV/5
ml pulveris un
skidinatajs injekciju
Skiduma pagatavoSanai
Pulveris un §kidinatajs
injekciju Skiduma
pagatavosanai, 1000 SV/5

mi
22 Amiptic 20 mg/5 mg/ml  Dorzolamidum, 5 ml Polietiléna Pharmaceutical Works pretglaukomas SO1ED51  13-0099 UK/H/3916/001/ Pr.
eye drops, solution Timololum pudelite N1, N3, N6 Polpharma S.A., Polija lidzeklis E/001
Eye drops, solution, 20
mg/5 mg/ml

Amiptic 20 mg/5 mg/mi
acu pilieni, Skidums
Acu pilieni, $kidums, 20

mg/5 mg/ml
23 Cefepime Norameda 1 g Cefepimum Stikla flakons N1, Norameda UAB, antibiotisks Iidzeklis JO1DEO1 13-0100  PT/H/0800/001/ Pr.
powder for solution for N50 Lietuva DC

injection/infusion
Powder for solution for
injection/infusion, 1 g
Cefepime Norameda 1 g
pulveris
injekciju/infuziju
Skiduma pagatavoSanai
Pulveris injekciju/infuziju
Skiduma pagatavosSanai, 1

g
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24

25

Cisatracurium Kabi 5  Cisatracurium
mg/ml solution for

injection or infusion

Solution for injection or

infusion, 5 mg/ml

Cisatracurium Kabi 5

mg/ml §kidums

injekcijam vai infiizijam

Skidums injekcijam vai

infuzijam, 5 mg/ml

Duac 10 mg/30 mg/g gel  Clindamycinum,

Gel, 10 mg/30 mg/g Benzoylis peroxidum
Duac 10 mg/30 mg/g gels anhydricym

Gels, 10 mg/30 mg/g

30 ml Stikla flakons

N1, N5 Sp. z 0.0., Polija

30 g ZBPE tubina N1 GlaxoSmithKline
Latvia SIA, Latvija

Fresenius Kabi Polska miorelaksants

pretpinnu I1dzeklis

MO3AC11

D10AF51

13-0101 DE/H/2771/002/ Pr.1l stac.
DC

13-0102  UK/H/0676/002/ Pr.

DC
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26 Imatinib SanoSwiss 100  Imatinibum PVDH/PE/PVH/AI  SanoSwiss UAB, onkologisks Iidzeklis LOIXEO1  13-0103  NL/H/2484/001/ Pr.
myg film-coated tablets blisteris N20 (20x1), Lietuva DC
Film-coated tablets, 100 N30 (30x1), N60
mg (60x1), N90 (90x1),
Imatinib SanoSwiss 100 N100 (100x1), N120
mg apvalkotas tabletes (120x1), N180
Apvalkotas tabletes, 100 (180x1), N20, N30,
mg N60, N90, N100,
N120, N180
PVH/AI blisteris
(necaurspidigs) N20
(20x1), N30 (30x1),
N60 (60x1), N9O
(90x1), N100
(100x1), N120
(120x1), N180
(180x1), N20, N30,
N60, N90, N100,
N120, N180
27 Imatinib SanoSwiss 400 Imatinibum PVDH/PE/PVH/AI  SanoSwiss UAB, onkologisks Iidzeklis LO1XEO1  13-0104  NL/H/2484/002/ Pr.

mg film-coated tablets
Film-coated tablets, 400
mg

Imatinib SanoSwiss 400
mg apvalkotas tabletes
Apvalkotas tabletes, 400
mg

blisteris N10 (10x1), Lietuva
N20 (20x1), N30

(30x1), N60 (60x1),

N90 (90x1), N10,

N20, N30, N60, N90

10

DC
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29

30

31

Lodotra 1 mg modified- Prednisonum
release tablets
Modified-release tablets, 1
mg

Lodotra 1 mg ilgstosas
darbibas tabletes
Ilgstosas darbibas tabletes,
1 mg

Lodotra 2 mg modified- Prednisonum
release tablets

Modified-release tablets, 2

mg

Lodotra 2 mg ilgsto$as

darbibas tabletes

Ilgstosas darbibas tabletes,

2mg

Lodotra 5 mg modified- Prednisonum
release tablets

Modified-release tablets, 5

mg

Lodotra 5 mg ilgstosas

darbibas tabletes

Ilgstosas darbibas tabletes,

5mg

Candesartanum
cilexetilum,
Hydrochlorothiazidum

Prescanden HCT 32
mg/12,5 mg tablets
Tablets, 32 mg/12,5 mg
Prescanden HCT 32
mg/12,5 mg tabletes
Tabletes, 32 mg/12,5 mg

ABPE pudele N30, Mundipharma GmbH, glikokortikoids
N100, N500 Austrija

Mundipharma GmbH, glikokortikoids
Austrija

ABPE pudele N30,
N100, N500

ABPE pudele N30,
N100, N500

Mundipharma GmbH, glikokortikoids
Austrija

Sandoz
Pharmaceuticals d.d.,
Slovénija

ABPE pudele N56,
N100

Al/Al blisteris N7,
N10, N14, N28, N30,
N56, N60, N90, N98,
N100, N300

angiotenzina II
antagonists un
diuretisks l1dzeklis

11

HO02ABO07

HO02ABO07

HO02ABO7

CO9DA06

13-0105

13-0106

13-0107

13-0108

DE/H/0844/001/ Pr.
E/O1

DE/H/0844/002/ Pr.
E/O1

DE/H/0844/003/ Pr.
E/01

DE/H/1828/003/ Pr.
DC
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32 Prescanden HCT 32 Candesartanum ABPE pudele N56  Sandoz angiotenzina II C09DA06  13-0109 DE/H/1828/004/ Pr.
mg/25 mg tablets cilexetilum, Al/Al blisteris N7,  Pharmaceuticals d.d., antagonists un DC
Tablets, 32 mg/25 mg Hydrochlorothiazidum  N10, N14, N28, N30, Slovénija diurétisks lidzeklis
Prescanden HCT 32 N56, N60, N90, N98§,
mg/25 mg tabletes N100, N300

Tabletes, 32 mg/25 mg

ZV A Humano zalu
registracijas komisijas
priek$sédetajs asocietais
profesors J. Pokrotnieks

12



