Latvijas Z3|u registra labojumi Rikojuma Nr.2-20/16 pielikums Nr.3-1

Informacija Registracijas Registra Registra Izplati-
Zalu nosaukums, forma | Starptautiskais ] £ . - y Farmakotera- & Procediiras &l Sanas
N.p.k. . par apliecibas . ATK Kkods cijas cijas -
un dozéjums nosaukums . . . peitiska grupa numurs nosaci-
iepakojumu | IpaSnieks, valsts numurs datums jumi
1 2 3 4 5 6 7 8 9 10 11
Zalu nosaukuma maina
1 Actilyse 50 mg powder  Alteplasum Flakons, Boehringer antitrombotisks ~ BO1AD02 97-0192 17.01.2008 Pr.
and solvent for solution flakons un Ingelheim lidzeklis
for injection and infusion parvades International
Powder and solvent for sistétma N1 GmbH, Vacija

solution for injection and
infusion, 50 mg with
solvent 50 ml

Actilyse 50 mg pulveris
un $kidinatajs injekciju
un infiiziju Skiduma
pagatavosanai

Pulveris un §kidinatajs
injekciju un infuziju
$kiduma pagatavosanai, 50
mg ar $kidinataju 50 ml
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Zalu nosaukuma un
registracijas apliecibas
ipasnieka maina

2 Vincristine Teva 1 mg/ml  Vincristini sulfas 2 ml Stikla Teva Pharma onkologisks LO1CAO02 08-0382 NL/H/1092/001 01.02.2011 Pr.
solution for injection flakons N1 B.V., Niderlande lidzeklis
Solution for injection, 1 1 ml Stikla
mg/ml flakons N1
Vincristine Teva 1 mg/ml 5 ml Stikla
Skidums injekcijam flakons N1
Skidums injekcijam, 1
mg/ml
3 Amitriptylinum Meda 25 Amitriptylini Blisteris N60  Meda Pharma antidepresants NOBAAQ9 96-0515 27.11.2008 Pr.
mg film-coated tablets hydrochloridum SIA, Latvija

Film-coated tablets, 25 mg
Amitriptylinum Meda 25
mg apvalkotas tabletes

Apvalkotas tabletes, 25 mg

4 Metoprolol Meda 50 mg  Metoprololi tartras Blisteris N40, Meda Pharma beta CO07AB02 96-0574 12.05.2008 Pr.
tablets N30 SIA, Latvija adrenoblokators
Tablets, 50 mg
Metoprolol Meda 50 mg
tabletes
Tabletes, 50 mg
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5

Bisacodyl Meda 5 mg Bisacodylum
coated tablets

Coated tablets, 5 mg

Bisacodyl Meda 5 mg

apvalkotas tabletes

Apvalkotas tabletes, 5 mg

Zalu nosaukuma maipa un
zalu registracijas numuru
apvienosana

Vitamin C Sopharma 100 Acidum
mg/ml solution for ascorbicum
injection

Solution for injection, 100

mg/ml

Vitamin C Sopharma 100

mg/ml §kidums injekcijam

Skidums injekcijam, 100

mg/ml

Blisteris N30

5 ml Stikla
ampula N10
2 ml Stikla
ampula N10

Meda Pharma
SIA, Latvija

SIA "Briz",
Latvija

caurejas Iidzeklis AO06AB02 96-0575

vitaminu preparats A11GAO01 05-0444

30.05.2008 Bez
receptes

18.06.2010 Pr.
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Registracijas apliecibas
ipasnieka maina

7 Aleptolan 1 mg film-
coated tablets
Film-coated tablets, 1 mg
Aleptolan 1 mg
apvalkotas tabletes
Apvalkotas tabletes, 1 mg

8 Aleptolan 2 mg film-
coated tablets
Film-coated tablets, 2 mg
Aleptolan 2 mg
apvalkotas tabletes
Apvalkotas tabletes, 2 mg

Risperidonum

Risperidonum

PVH/PE/PHTF G.L. Pharma
E/aluminija GmbH, Austrija
blisteris N6,

N10, N20, N28,

N30, N50, N56,

N60, N100

ABPE traucins

N50, N100,

N250

antipsihotisks
lidzeklis

PVH/PE/PHTF G.L. Pharma
E/aluminija GmbH, Austrija
blisteris N6,

N10, N20, N28,

N30, N50, N56,

N60, N100

ABPE traucins

N50, N100,

N250

antipsihotisks
lidzeklis

NO5AX08 07-0055

NO5AX08 07-0056

NL/H/0916/003 13.01.2012 Pr.

NL/H/0916/004 13.01.2012 Pr.
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Aleptolan 3 mg film- Risperidonum
coated tablets

Film-coated tablets, 3 mg

Aleptolan 3 mg

apvalkotas tabletes

Apvalkotas tabletes, 3 mg

Aleptolan 4 mg film-
coated tablets
Film-coated tablets, 4 mg
Aleptolan 4 mg
apvalkotas tabletes
Apvalkotas tabletes, 4 mg

Risperidonum

Geldoren 25 mg film-
coated tablets
Film-coated tablets, 25 mg
Geldoren 25 mg
apvalkotas tabletes
Apvalkotas tabletes, 25 mg

Quetiapinum

ABPE traucin§ G.L. Pharma antipsihotisks
N50, N100, GmbH, Austrija  Iidzeklis
N250

PVH/PE/PHTF

E/aluminija

blisteris N6,

N10, N20, N28,

N30, N50, N56,

N60, N100

PVH/PE/PHTF G.L. Pharma
E/aluminija GmbH, Austrija
blisteris N6,

N10, N20, N28,

N30, N50, N56,

N60, N100

ABPE traucins

N50, N100,

N250

antipsihotisks
lidzeklis

PVDH/PE/PV Gedeon Richter
H/Al blisteris  Plc., Ungarija
N30, N60

antipsihotisks
lidzeklis

NO5AX08 07-0057

NO5AX08 07-0058

NO5AHO04 10-0347

NL/H/0916/005 13.01.2012 Pr.

NL/H/0916/006 13.01.2012 Pr.

HU/H/0197/001 16.07.2010 Pr.
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12 Geldoren 100 mg film- Quetiapinum
coated tablets
Film-coated tablets, 100 mg
Geldoren 100 mg
apvalkotas tabletes
Apvalkotas tabletes, 100
mg

13 Geldoren 200 mg film-
coated tablets
Film-coated tablets, 200 mg
Geldoren 200 mg
apvalkotas tabletes
Apvalkotas tabletes, 200
mg

Quetiapinum

14 Geldoren 300 mg film-
coated tablets
Film-coated tablets, 300 mg
Geldoren 300 mg
apvalkotas tabletes
Apvalkotas tabletes, 300
mg

Quetiapinum

PVDH/PE/PV Gedeon Richter antipsihotisks
H/Al blisteris  Plc., Ungarija lidzeklis
N30, N60

PVDH/PE/PV Gedeon Richter antipsihotisks
H/Al blisteris  Plc., Ungarija lidzeklis
N30, N60

PVDH/PE/PV Gedeon Richter antipsihotisks
H/Al blisteris  Plc., Ungarija lidzeklis
N30, N60

NO5AHO04 10-0348

NO5AH04 10-0349

NO5AH04 10-0350

HU/H/0197/002 16.07.2010 Pr.

HU/H/0197/003 16.07.2010 Pr.

HU/H/0197/004 16.07.2010 Pr.
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15 Perilexin 2 mg/0,625 mg  Tert-Butylamini ~ Al/Al blisteris  Ingen Pharma  AKE inhibitors,  C09BA04 10-0379 IT/H/0198/001 01.10.2010 Pr.
tablets perindoprilum, N30 SIA, Latvija diurétisks lidzeklis

Tablets, 2 mg/0,625 mg Indapamidum
Perilexin 2 mg/0,625 mg

tabletes

Tabletes, 2 mg/0,625 mg

16 Perilexin 4 mg/1,25mg  Tert-Butylamini  Al/Al blisteris Ingen Pharma ~ AKE inhibitors, = C09BA04 10-0380 IT/H/0198/002 01.10.2010 Pr.

tablets perindoprilum, N30 SIA, Latvija diurétisks lidzeklis
Tablets, 4 mg/1,25 mg Indapamidum

Perilexin 4 mg/1,25 mg

tabletes

Tabletes, 4 mg/1,25 mg
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Jauna iepakojuma
pievienosana
17 Prismasol 2 mmol/Il Calcii chloridum 5000 ml PVH  Gambro Lundia $kidums B05ZB 09-0310 FR/H/0226/001 03.08.2009 Pr.
Potassium solution for dihydricum, maiss (luera AB, Zviedrija hemofiltracijai
haemodialysis/haemo- Magnesii savienojums ar
filtration chloridum varstu) N2
Solution for hexahydricum, 5000 mi
haemodialysis/haemo- Glucosum Poliolefina
filtration, 2 mmol/I anhydricum, maiss (luera
Prismasol 2 mmol/l Kalija Acidum lacticum, savienojums ar
Skidums Natrii chloridum, nolauZzamu
hemodializei/hemo- Natrii hydrogeno- tapu) N2
filtracijai carbonas, Kalii 5000 mi
Skidums chloridum Poliolefina
hemodializei/hemo- maiss (luera
filtracijai, 2 mmol/l savienojums ar
varstu) N2
5000 ml PVH
maiss (luera
savienojums ar
nolauzamu
tapu) N2
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18 Prismasol 4 mmol/I Calcii chloridum 5000 ml Gambro Lundia  $kidums B05ZB 09-0311 FR/H/0226/002 03.08.2009 Pr.
Potassium solution for dihydricum, Poliolefina AB, Zviedrija hemofiltracijai
haemodialysis/haemo- Magnesii maiss (luera
filtration chloridum savienojums ar
Solution for hexahydricum, varstu) N2
haemodialysis/haemo- Glucosum 5000 mi
filtration, 4 mmol/I anhydricum, Poliolefina
Prismasol 4 mmol/l Kalija Acidum lacticum, maiss (luera
skidums Natrii chloridum, savienojums ar
hemodializei/hemo- Natrii hydrogeno- nolauZzamu
filtracijai carbonas, Kalii tapu) N2
Skidums chloridum 5000 ml PVH
hemodializei/hemo- maiss (luera
filtracijai, 4 mmol/l savienojums ar
varstu) N2
5000 ml PVH
maiss (luera
savienojums ar
nolauzamu
tapu) N2
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19 Phoxilium 1,2 mmol/I Calcii chloridum 5000 mi Gambro Lundia  $kidums infuzijam B05ZB 09-0359 NL/H/1147/001 05.10.2009 Pr.

phosphate solution for dihydricum, Poliolefina AB, Zviedrija
haemodialysis/haemo- Magnesii maiss (luera
filtration chloridum savienojums ar
Solution for hexahydricum, nolauzamu
haemodialysis/haemo- Natrii chloridum, tapu) N2
filtration, 1,2 mmol/| Natrii hydrogeno- 5000 ml PVH
Phoxilium 1,2 mmol/I carbonas, Kalii maiss (luera
fosfatu Skidums chloridum, Dinatrii savienojums ar
hemodializei/hemo- phosphas varstu) N2
filtracijai dihydricus 5000 mi
Skidums Poliolefina
hemodializei/hemo- maiss (luera
filtracijai, 1,2 mmol/l savienojums ar

varstu) N2

5000 ml PVH

maiss (luera

savienojums ar

nolauzamu

tapu) N2

10
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20 Hemosol B0 solution for  Natrii hydrogeno- 5000 mli Gambro Lundia  skidums B05ZB 10-0446 SE/H/0171/001 01.10.2010 Pr.
haemofiltration and carbonas, Natrii  Poliolefina AB, Zviedrija hemofiltracijai
haemodialysis chloridum, Calcii  maiss (luera
Solution for haemofiltration chloridum savienojums ar
and haemodialysis dihydricum, varstu) N2
Hemosol B0 $kidums Magnesii 5000 ml
hemofiltracijai un chloridum Poliolefina
hemodializei hexahydricum, maiss (luera
Skidums hemofiltracijai un Acidum lacticum  savienojums ar
hemodializei nolauzamu
tapu) N2
5000 ml PVH
maiss (luera
savienojums ar
varstu) N2
5000 ml PVH
maiss (luera
savienojums ar
nolauzamu
tapu) N2
21 Polygynax soft vaginal Neomycini sulfas, PVH/PVDH Laboratoire antibiotisks GO01AA51 96-0654 24.04.2007 Pr.
capsules Polymyxini B aluminija Innotech lidzeklis
Soft vaginal capsules sulfas, Nystatinum blisteris N6, International,
Polygynax mikstas N12 Francija
vaginalas kapsulas PVH/AI
Mikstas vaginalas kapsulas blisteris N6,
N12 (2x6)

11
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Bezmaksas registracijas
apliecibas izsniegSana

22 Vigantol Oel 0,5 mg/ml
oral drops, solution
Oral solution, 0,5 mg/ml
Vigantol Oel 0,5 mg/ml
pilieni iekSkigai
lietoSanai, Skidums
Skidums iekskigai
lietosanai, 0,5 mg/ml

Registracijas apliecibas
izsniegSana

23 Donepezil EGIS 10 mg
orodispersible tablets
Orodispersible tablets, 10
mg
Donepezil EGIS 10 mg
muté dispergéjamas
tabletes
Mutg disperg€jamas
tabletes, 10 mg

Cholecalciferolum 10 ml Stikla

Donepezili
hydrochloridum

Merck KGaA, D vitamina
pudelite (briina) Vacija analogs
N1
PVH/Aclar/Al  Egis pretdemences

blisteris N7, Pharmaceuticals lidzeklis
N14, N28, N30, PLC, Ungarija

N50, N56, N60,

N98, N120

Al/Al blisteris

N7, N14, N28,

N30, N50, N56,

N60, N98,

N120

12

Al1CCO05 98-0828

NO6DA02 10-0414

02.02.2009 Pr.

UK/H/2247/002 01.10.2010 Pr.
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24 Donepezil EGIS 5 mg Donepezili Al/Al blisteris  Egis pretdemences NO6DA02 10-0415 UK/H/2247/001 01.10.2010 Pr.
orodispersible tablets hydrochloridum N7, N14, N28, Pharmaceuticals Iidzeklis
Orodispersible tablets, 5 N30, N50, N56, PLC, Ungarija
mg N60, N98,
Donepezil EGIS 5 mg N120
muté dispergéjamas PVH/Aclar/Al
tabletes blisteris N7,
Muté disperggjamas N14, N28, N30,
tabletes, 5 mg N50, N56, N60,
N98, N120
Jauna iepakojuma
pievienoSana un
iepakojuma iznemsana
25 Zoloft 50 mg film-coated  Sertralinum PVH/AI Pfizer Limited, antidepresants NO6ABO6 97-0311 NL/H/1732/002 23.03.2010 Pr.
tablets blisteris N28,  Lielbritanija
Film-coated tablets, 50 mg N30, N60, N10,
Zoloft 50 mg apvalkotas N14, N15, N20,
tabletes N50, N56, N84,
Apvalkotas tabletes, 50 mg N98, N100,
N200, N294,
N300, N500

ZV A Humano zalu
registracijas
komisijas
priek$sédetaja
vietnieks asocitais
profesors

E. Rancans

13



