Latvijas Za|u registra labojumi

Rikojuma Nr.10 pielikums Nr.3-1

Registracijas Registra- | Registra- Izplati-
Zalu nosaukums, forma un Starptautiskais L Farmakotera- ATK e . Sanas
N.p.k. _. apliecibas e 1~ cijas cijas _
dozéjums nosaukums oy peitiska grupa kods nosacl-
IpasSnieks, valsts numurs | datums ..
jumi
1 2 3 4 5 6 7 8 9
Zalu nosaukuma maina
1  Teveten 600 mg film-coated tablets Eprosartanum Solvay antihipertensivs ~ CO9CA02 01-0436 24.01.2007 Pr.
Coated tablets 600 mg Pharmaceuticals  lidzeklis
Teveten 600 mg apvalkotas B.V., Niderlande
tabletes
Apvalkotas tabletes pa 600 mg
2 Tramadol Krka 50 mg capsules, Tramadoli KRKA d.d., Novo narkotisks NO2AX02 96-0110 24.10.2006 Pr.III
hard hydrochloridum Mesto, Slovénija  analgetisks
Capsules, hard 50 mg lidzeklis
Tramadol Krka 50 mg cietas
kapsulas
Cietas kapsulas pa 50 mg
3 Sanorin 0,5 mg/ml nasal drops, eye Naphazolini nitras Ivax oftalmologisks ROTAA08 99-0845 27.09.2004
drops, solution Pharmaceuticals  lidzeklis S01GAO1

Eye drops and nasal drops, solution
0,5 mg/ml

Sanorin 0,5 mg/ml deguna pilieni,
acu pilieni, Skidums

Deguna pilieni, acu pilieni, sSkidums
0,5 mg/ml

s.r.0., Cehija
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4  Saridon tablets Coffeinum, Bayer Oy, Somija analgétisks NO2BE51 99-0309 07.06.2004
Tablets Propyphenazonum, lidzeklis
Saridon tabletes Paracetamolum
Tabletes
5 Pyrantelum Medana 250 mg/5 ml Pyrantelum Medana Pharma  pretparazitu P02CCO1 98-0460 24.10.2003 Pr.
oral suspension SA, Polija lidzeklis

Oral suspension 50 mg/ml
Pyrantelum Medana 250 mg/5 ml
suspensija iekskigai lietoSanai
Suspensija iekskigai lietoSanai 50

mg/ml
6  Fluditec 20 mg/ml syrup for Carbocysteinum Laboratoire mukolitisks RO5CBO03 98-0571 08.01.2004
children and infants Innotech lidzeklis
Syrup for infants and children 20 International,
mg/ml Francija

Fluditec 20 mg/ml sirups berniem
un zidainiem
Strups bérniem un zidainiem 20

mg/ml
7  Enap-HL 20 mg/12,5 mg tablets  Enalaprili maleas, KRKA d.d., Novo diurégtisks lidzeklis CO9BA0O2 05-0041 08.03.2005 Pr.
Tablets 20 mg/12,5 mg Hydrochlorothiazidum Mesto, Slovénija ~ AKE inhibitors

Enap-HL 20 mg/12,5 mg tabletes
Tabletes pa 20 mg/12,5 mg
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8  Teotard 200 mg prolonged-release Theophyllinum KRKA d.d., Novo bronholitisksun  R0O3DA04 00-0664 19.10.2005 Pr.
capsules, hard Mesto, Slovénija  asinsvadus
Prolonged-release capsules, hard 200 paplasinoss
mg lidzeklis

Teotard 200 mg ilgstosas darbibas
cietas kapsulas
Ilgstosas darbibas cietas kapsulas pa

200 mg
9  Teotard 350 mg prolonged-release Theophyllinum KRKA d.d., Novo bronholitisksun ~ R0O3DA04 00-0665 19.10.2005 Pr.
capsules, hard Mesto, Slovénija  asinsvadus
Prolonged-release capsules, hard 350 paplasinoss
mg lidzeklis

Teotard 350 mg ilgstosas darbibas
cietas kapsulas
Ilgstosas darbibas cietas kapsulas pa
350 mg
10  Calcii gluconas 500 mg tabletes Calcium gluconate "Briz" Ltd., Latvija kalcija preparats A12AA03 96-0528 08.03.2005
Tablets 500 mg
Calcii gluconas 500 mg tabletes
Tabletes pa 500 mg
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Zalu nosaukuma un registracijas
apliecibas ipasnieka maina

11  Gabapentin-Teva 100 mg capsules, Gabapentinum Teva Pharma B.V., pretepilepsijas NO03AX12 05-0507 19.12.2005 Pr.
hard Niderlande lidzeklis
Capsules, hard 100 mg
Gabapentin-Teva 100 mg cietas

kapsulas
Cietas kapsulas pa 100 mg

12 Gabapentin-Teva 300 mg capsules, Gabapentinum Teva Pharma B.V., pretepilepsijas NO3AX12 05-0508 19.12.2005 Pr.
hard Niderlande lidzeklis

Capsules, hard 300 mg
Gabapentin-Teva 300 mg cietas

kapsulas
Cietas kapsulas pa 300 mg

13 Gabapentin-Teva 400 mg capsules, Gabapentinum Teva Pharma B.V., pretepilepsijas NO3AX12 05-0509 19.12.2005 Pr.
hard Niderlande lidzeklis

Capsules, hard 400 mg
Gabapentin-Teva 400 mg cietas
kapsulas

Cietas kapsulas pa 400 mg
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14 Paclitaxel Actavis 6 mg/ml

15

Paclitaxelum
concentrate for solution for

infusion

Concentrate for solution for infusion

30 mg/5 ml

Paclitaxel Actavis 6 mg/ml

koncentrats infuziju $kiduma

pagatavosanai

Koncentrats infuziju $kiduma

pagatavosanai 30 mg/5 ml

Paclitaxel Actavis 6 mg/ml Paclitaxelum
concentrate for solution for

infusion

Concentrate for solution for infusion

100 mg/16,7 ml

Paclitaxel Actavis 6 mg/ml

koncentrats infuziju $kiduma

pagatavosanai

Koncentrats infuziju skiduma

pagatavoSanai 100 mg/16,7 ml

Actavis Group
PTC ehf, Islande

Actavis Group
PTC ehf, Islande

onkologisks
lidzeklis

onkologisks
lidzeklis

LOICDO1 08-0080

LOICDO1 08-0081

31.03.2008 Pr.II onk.

31.03.2008 Pr.II onk.
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16  Paclitaxel Actavis 6 mg/ml

17

Paclitaxelum
concentrate for solution for

infusion

Concentrate for solution for infusion

150 mg/25 ml

Paclitaxel Actavis 6 mg/ml

koncentrats infuziju $kiduma

pagatavosanai

Koncentrats infuziju $kiduma

pagatavosanai 150 mg/25 ml

Paclitaxel Actavis 6 mg/ml Paclitaxelum
concentrate for solution for

infusion

Concentrate for solution for infusion

300 mg/50 ml

Paclitaxel Actavis 6 mg/ml

koncentrats infuziju $kiduma

pagatavosanai

Koncentrats infuziju skiduma

pagatavoSanai 300 mg/50 ml

Actavis Group
PTC ehf, Islande

Actavis Group
PTC ehf, Islande

onkologisks
lidzeklis

onkologisks
lidzeklis

LOICDO1 08-0082

LOICDO1 08-0083

31.03.2008 Pr.II onk.

31.03.2008 Pr.II onk.
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Registracijas apliecibas ipasnieka
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18 Gabapentin-Teva 600 mg film- Gabapentinum Teva Pharma B.V., pretepilepsijas NO3AX12 05-0505 19.12.2005 Pr.
coated tablets Niderlande lidzeklis

Film-coated tablets 600 mg
Gabapentin-Teva 600 mg
apvalkotas tabletes
Apvalkotas tabletes pa 600 mg
19  Gabapentin-Teva 800 mg film- Gabapentinum Teva Pharma B.V., pretepilepsijas NO3AX12 05-0506 19.12.2005 Pr.
coated tablets Niderlande lidzeklis
Film coated tablets 800 mg
Gabapentin-Teva 800 mg
apvalkotas tabletes
Apvalkotas tabletes pa 800 mg

20 Tomudex 2 mg powder for Raltitrexedum Hospira UK pretaudzgju LO1BAO3 00-1004 19.10.2005 Pr.
infusion Limited, lidzeklis
Powder for infusion 2 mg Lielbritanija

Tomudex 2 mg pulveris infaziju
Skiduma pagatavoSanai

Pulveris infuziju skiduma
pagatavoSanai pa 2 mg

21  Torasemide-Teva 5 mg tablets Torasemidum Teva Pharma B.V., diurétisks lidzeklis CO3CA04 05-0347 19.10.2005 Pr.
Tablets 5 mg Niderlande
Torasemide-Teva 5 mg tabletes
Tabletes pa 5 mg
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22 Torasemide-Teva 10 mg tablets Torasemidum Teva Pharma B.V., diurétisks lidzeklis CO3CA04 05-0348 19.10.2005 Pr.
Tablets 10 mg Niderlande
Torasemide-Teva 10 mg tabletes
Tabletes pa 10 mg
Zalu nosaukuma un registracijas
apliecibas ipasnieka nosaukuma
maina
23 Hirudoid 3 mg/g gel Mucopolysaccharidi ~ Daiichi Sankyo antivarikozs CO5BAO1 01-0014 14.03.2006
Gel 3 mg/g polysulfas Europe GmbH, lidzeklis
Hirudoid 3 mg/g gels Vacija
Gels 3 mg/g
24  Hirudoid 3 mg/g cream Mucopolysaccharidi ~ Daiichi Sankyo antivarikozs CO5BAO1 01-0015 14.03.2006
Cream 3 mg/g polysulfas Europe GmbH, lidzeklis
Hirudoid 3 mg/g kréms Vacija
Kréms 3 mg/g
25 Klotrimazol Medana 10 mg/ml Clotrimazolum Medana Pharma  pretséniSu lidzeklis DOIACO1 98-0459  04.08.2003

cutaneous solution

Cutaneous solution 10 mg/ml
Klotrimazol Medana 10 mg/ml uz
adas lietojams Skidums

Uz adas lietojams Skidums 10 mg/ml

SA, Polija
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27

28

29

Registracijas apliecibas ipasnieka
maina un klidas labojums zalu
nosaukuma

Fluvoxamine-Teva 50 mg film-
coated tablets

Film-coated tablets 50 mg
Fluvoxamine-Teva 50 mg
apvalkotas tabletes

Apvalkotas tabletes pa 50 mg
Fluvoxamine-Teva 100 mg film-
coated tablets

Film-coated tablets 100 mg
Fluvoxamine-Teva 100 mg
apvalkotas tabletes

Apvalkotas tabletes pa 100 mg

Registracijas apliecibas ipasnieka
nosaukuma maina

Polvertic 8 mg tablets
Tablets 8 mg

Polvertic 8 mg tabletes
Tabletes pa 8 mg
Polvertic 16 mg tablets
Tablets 16 mg

Polvertic 16 mg tabletes
Tabletes pa 16 mg

Fluvoxamini maleas

Fluvoxamini maleas

Betahistini
dihydrochloridum

Betahistini
dihydrochloridum

Teva Pharma B.V., antidepresants
Niderlande

Teva Pharma B.V., antidepresants
Niderlande

Medana Pharma
SA, Polija

pretreibona
lidzeklis

Medana Pharma
SA, Polija

pretreibona
lidzeklis

NO6AB08 05-0512  19.12.2005 Pr.

NO6AB08 05-0513  19.12.2005 Pr.

NO7CA01 07-0261  25.09.2007 Pr.

NO7CA01 07-0262  25.09.2007 Pr.
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30 Polvertic 24 mg tablets Betahistini Medana Pharma  pretreibona NO7CA01 07-0371 17.01.2008 Pr.
Tablets 24 mg dihydrochloridum SA, Polija lidzeklis
Polvertic 24 mg tabletes
Tabletes pa 24 mg
31 Biseptol (200 mg + 40 mg)/5 ml Sulfamethoxazolum, Medana Pharma  kombinéts JO1IEEO1 96-0424 17.01.2008 Pr.
oral suspension Trimethoprimum SA, Polija antibakterials
Suspension 200 mg/40 mg lidzeklis
Biseptol (200 mg + 40 mg)/5 ml
suspensija iekskigai lietoSanai
Suspensija pa 200 mg/40 mg
32 Ibufen 100 mg/5 ml oral Ibuprofenum Medana Pharma  nesteroids MOTAEO1 96-0514 25.09.2007
suspension SA, Polija pretiekaisuma
Oral suspension 100 mg/5 ml lidzeklis
Ibufen 100 mg/5 ml suspensija
iek$kigai lietoSanai
Suspensija iekskigai lietosanai 100
mg/5 ml
33 Validolum 60 mg tablets Mentholum, Menthylii SIA "AG Farm sirds, nomierino§s COIEX  97-0569 01.08.2005
Tablets 60 mg isovaleras Baltic", Latvija lidzeklis
Validolum 60 mg tabletes
Tabletes pa 60 mg
34 Controloc 20 mg Pantoprazolum Nycomed GmbH, pretcilas Iidzeklis A02BC02 99-0517 05.07.2004 Pr.
Gastro-resistant tablets 20 mg Vacija

Kontroloks 20 mg
Zarnas $kistosas tabletes pa 20 mg

10
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36

37

Controloc 40 mg

Gastro-resistant tablets 40 mg
Kontroloks 40 mg

Zarnas $kistosas tabletes pa 40 mg
Naphthyzinum 0,05 % nasal
drops, solution

Nasal drops, solution 0,05 %
Naphthyzinum 0,05 % deguna
pilieni, Skidums

Deguna pilieni, Skidums 0,05 %
Naphthyzinum 0,1 % nasal drops,
solution

Nasal drops, solution 0,1 %
Naphthyzinum 0,1 % deguna
pilieni, Skidums

Deguna pilieni, Skidums 0,1 %

Pantoprazolum Nycomed GmbH,
Vacija

Naphazolini nitras SIA "AG Farm
Baltic", Latvija

Naphazolini nitras SIA "AG Farm
Baltic", Latvija

ZV A Humano zalu
registracijas komisijas
priekSsedetajs
profesors 1. Purvins

11

pretculas Iidzeklis A02BC02 99-0518

05.07.2004 Pr.

pretiesnu lidzeklis RO1IAA08 99-0834 01.08.2005

pretiesnu lidzeklis RO1AAO08 99-0835

01.08.2005



