Latvijas Z3|u registra labojumi Rikojuma Nr.25 pielikums Nr.3-1

S Registracijas Registra- Registra- Izplati-
Zalu nosaukums, Starptautiskais Informacija par . Farmakotera- > Procediiras s Sanas
N.p.k. . . - apliecibas . ATK Kkods cijas cijas _
forma un dozgéjums nosaukums iepakojumu . peitiska grupa numurs nosaci-
1pasnieks, valsts numurs datums jumi
1 2 3 4 5 6 7 8 9 10 11
Zalu nosaukuma
maina
1 Deep Relief 50 Ibuprofenum, 30 g Aluminija The Mentholatum  pretsapju un M02AX  00-1177 14.03.2006 Bez
mg/30 mg/g gel Levomentholum  tiibina N1 Company Limited, pretiekaisuma receptes
Gel, 50 mg/30 mg/g 50 g Aluminija Lielbritanija lidzeklis
Deep Relief 50 tabina N1
mg/30 mg/g gels 15 g Aluminija
Gels, 50 mg/30 mg/g tibina N1
2 Bronchicum 150 Thymi herbae 100 ml Stikla pudele Sanofi-aventis atkréposanas RO5CA 06-0079 03.04.2006 Bez
mg/ml syrup extractum fluidum N1 Latvia SIA, Latvija lidzeklis receptes
Syrup, 150 mg/ml 250 ml Stikla pudele
Bronchicum 150 N1
mg/ml sirups
Strups, 150 mg/ml
3 Mycofenor 250 mg Mycophenolas PVH/PVDH Orion Corporation, imunsupresants  LO4AA06 11-0128 Pr.
capsules, hard mofetil aluminija blisteris ~ Somija
Hard capsules, 250 N100, N300
mg

Mycofenor 250 mg
cietas kapsulas
Cietas kapsulas, 250
mg
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Zalu nosaukuma un
registracijas
apliecibas ipasnieka
maina

4 Elmetacin Spray 8 Indometacinum

mg/ml cutaneous
spray, solution
Cutaneous spray,
solution, 8 mg/ml
Elmetacin Spray 8
mg/ml uz adas
izsmidzinams
aerosols, Skidums
Uz adas
izsmidzinams
aerosols, Skidums, 8
mg/ml

5 Clopidogrel
Medana 75 mg film-
coated tablets
Film-coated tablets,
75 mg
Clopidogrel
Medana 75 mg
apvalkotas tabletes
Apvalkotas tabletes,
75 mg

Clopidogrelum

100 ml Poliméra
pudelite N1

50 ml Polimé&ra
pudelite N1

OPA/AI/PVH/AI
blisteris N14, N15,
N28, N30, N50,
N56, N60, N84,
N90, N98, N100,
N50 (50x1)

STADA-Nizhpharm: nesteroids

Baltija UAB,
Lietuva

Medana Pharma
SA, Polija

pretiekaisuma
lidzeklis

trombocTtu
agregacijas
inhibitors

MO02AA23 00-1224

BO1AC04 10-0536

14.03.2006 Bez
receptes

DE/H/1763/001/ 22.10.2010 Pr.
DC
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6 Garlic Labofarm  Bulbus Allii sativi  Polietiléna pudelite Pharmaceutical citi terapeitiski VO3AX 99-0796 28.04.2006 Bez
300 mg tablets N60, N20, N90 Laboratory lidzekli receptes
Tablets, 300 mg PVH/AI blisteris Labofarm, Polija
Garlic Labofarm N10, N20, N30,
300 mg tabletes N50, N60, N90
Tabletes, 300 mg Stikla pudelite N20,
N60, N90
Polipropiléna
pudelite N20, N60,
N90
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Registracijas
apliecibas ipasnieka
nosaukuma maina

7 Encepur Children  Vaccinum 0,25 ml Pilnslirce Novartis Vaccines &rcu encefalita JO7BA01 01-0316 03.04.2006 Pr.
0,25 ml suspension  encephalitidis N10, N20, N1 and Diagnostics vakcina
for injection in pre- ixodibus advectae GmbH, Vacija
filled syringe inactivatum

Suspension for
injection in pre-filled
syringe, 0,75
mcg/0,25 ml
Encepur Children
0,25 ml suspensija
injekcijam pilnslirce
Suspensija injekcijam
pilnslircg, 0,75
mcg/0,25 ml
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Registracijas
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Forlax 4 g powder
for oral solution
Powder for oral
solution, 4 g
Forlax 4 g pulveris
iekskigi lietojama
Skiduma
pagatavosanai
Pulveris iekskigi
lietojama $kiduma
pagatavoSanai, 4 g

Macrogolum

Forlax 10 g powder Macrogolum
for oral solution
Powder for oral
solution, 10 g

Forlax 10 g pulveris
iekskigi lietojama
Skiduma
pagatavosanai
Pulveris iekskigi
lietojama $kiduma
pagatavosanai, 10 g

Papira/Al/PE pacina Ipsen Pharma,
N10, N20, N50, N30 Francija

Papira/Al/PE pacina Ipsen Pharma,
N10, N20, N50, Francija
N100

caurejas lidzeklis

caurejas lidzeklis

AO6AD15 05-0155

AO6AD15 05-0156

FR/H/0198/002 01.10.2010 Pr.

FR/H/0198/001 01.10.2010 Bez

receptes
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Cytoplatin 50 mg/50 Cisplatinum
ml concentrate for
solution for infusion
Concentrate for
solution for infusion,
1 mg/ml

Cytoplatin 50 mg/50
ml koncentrats
infiiziju Skiduma
pagatavosanai
Koncentrats infliziju
Skiduma
pagatavosanai, 1
mg/ml

Omolin 10 mg Omeprazolum
gastro-resistant
hard capsules
Gastro-resistant hard
capsules, 10 mg
Omolin 10 mg
zarnas SKkistosas
cietas kapsulas
Zarnas $kistosas
cietas kapsulas , 10
mg

50 ml Stikla flakons Cipla (UK) Ltd., onkologisks LO1XAO01 05-0448
N1 Lielbritanija lidzeklis

ABPE pudele N5,  A/S "Olainfarm",
N7, N14, N28, N30, Latvija

N56, N60, N90,

N500

Al/Al blisteris N7,

N14, N15, N28,

N30, N50, N56,

N60, N90, N100,

N140, N280, N500

pretcéilas Iidzeklis, AO2BC01 07-0177
protonu sukna
inhibitors

28.10.2005 Pr.

NL/H/0972/001/ 27.06.2007 Pr.

MR
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12 Omolin 20 mg Omeprazolum Al/Al blisteris N7,  A/S "Olainfarm”,  pretcilas lidzeklis, AO2BC01 07-0178  NL/H/0972/002/ 27.06.2007 Pr.
gastro-resistant N14, N15, N28, Latvija protonu stikna MR
hard capsules N30, N50, N56, inhibitors
Gastro-resistant hard N60, N90, N100,
capsules, 20 mg N140, N280, N500
Omolin 20 mg ABPE pudele N5,
zarnas SKistosas N7, N14, N28, N30,
cietas kapsulas N56, N60, N90,
Zarnas $kistosas N500
cietas kapsulas , 20
mg
13 Omolin 40 mg Omeprazolum ABPE pudele N5,  A/S "Olainfarm",  preté¢alas lidzeklis, A02BC01 07-0179 NL/H/0972/003/ 27.06.2007 Pr.

gastro-resistant
hard capsules
Gastro-resistant hard
capsules, 40 mg
Omolin 40 mg
zarnas SKistosas
cietas kapsulas
Zarnas Skistosas
cietas kapsulas , 40
mg

N7, N14, N28, N30, Latvija
N56, N60, N9O,

N500

Al/Al blisteris N7,

N14, N15, N28,

N30, N50, N56,

N60, N90, N100,

N140, N280, N500

protonu sikna
inhibitors

MR
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Atilen 10 mg film-  Atorvastatinum
coated tablets

Film-coated tablets,

10 mg

Atilen 10 mg

apvalkotas tabletes

Apvalkotas tabletes,

10 mg

Atilen 20 mg film-  Atorvastatinum
coated tablets

Film-coated tablets,

20 mg

Atilen 20 mg

apvalkotas tabletes

Apvalkotas tabletes,

20 mg

Aluminija blisteris
N4, N7, N10, N14,
N20, N28, N30,
N50, N56, N84,
N98, N100, N200,
N500

ABPE pudele N10,
N20, N30, N50,
N100, N200

Aluminija blisteris
N4, N7, N10, N14,
N20, N28, N30,
N50, N56, N84,
N98, N100, N200,
N500

ABPE pudele N10,
N20, N50, N30,
N100, N200

Teva Pharma B.V., hipolipidémizgjoss C10AA05 08-0379

Niderlande

Teva Pharma B.V., hipolipidémizgjoss CLOAAO05 08-0380

Niderlande

I1dzeklis

Iidzeklis

IS/H/0121/001/ 22.12.2008 Pr.

MR

IS/H/0121/002/ 22.12.2008 Pr.

MR
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16 Atilen 40 mg film-  Atorvastatinum Aluminija blisteris ~ Teva Pharma B.V., hipolipidémizgjoss CLOAAO05 08-0381 1S/H/0121/003/ 22.12.2008 Pr.

coated tablets N4, N7, N10, N14, Niderlande lidzeklis MR

Film-coated tablets, N20, N28, N30,

40 mg N50, N56, N84,

Atilen 40 mg N98, N100, N200,

apvalkotas tabletes N500

Apvalkotas tabletes, ABPE pudele N10,

40 mg N20, N30, N50,

N100, N200

17 Fluoxetine Fluoxetinum Blisteris N20 G.L. Pharma antidepresants NO6AB03 99-0513 21.12.2009 Pr.

Lannacher 20 mg
capsules, hard
Capsules, hard, 20
mg

Fluoxetine
Lannacher 20 mg
cietas kapsulas
Cietas kapsulas, 20
mg

GmbH, Austrija
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pievienosana

18 Fluconazole Claris 2 Fluconazolum 100 ml Flakons N1 Claris Lifesciences pretsénisu JO2AC01 07-0328  UK/H/0871/001/ 05.12.2007 Pr.

mg/ml solution for
infusion

Solution for infusion,
2 mg/ml

Fluconazole Claris 2
mg/ml skidums
infizijam

Skidums infuizijam, 2
mg/ml

100 ml PVH (UK) Limited, lidzeklis
nesatuross Lielbritanija

polipropiléna maiss

N1

10

MR
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19

Zalu registracijas
numuru apvienoSana

Paclimedac 6 mg/ml Paclitaxelum
concentrate for
solution for infusion
Concentrate for
solution for infusion,
6 mg/ml

Paclimedac 6 mg/ml
koncentrats infuziju
Skiduma
pagatavosanai
Koncentrats infuziju
Skiduma
pagatavosanai, 6
mg/ml

50 ml Stikla flakons
N1, N10

16,7 ml Stikla
flakons N1, N10

5 ml Stikla flakons
N1, N10

Medac Gesellschaft onkologisks

fir klinische

Spezialpraparate

mbH, Vacija

11

I1dzeklis

LO1CDO1 07-0244

DK/H/1159/001/ 25.09.2007 Pr.

MR
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20 Paclitaxel Actavis 6 Paclitaxelum 16,7 ml Stikla Actavis Group PTC onkologisks LO1CD01 08-0080 UK/H/1000 31.03.2008 Pr.

mg/ml concentrate flakons N1 ehf, Islande lidzeklis

for solution for 25 ml Stikla flakons

infusion N1

Concentrate for 5 ml Stikla flakons

solution for infusion, N1

6 mg/ml 50 ml Stikla flakons

Paclitaxel Actavis 6 N1

mg/ml koncentrats
infuziju Skiduma
pagatavosanai
Koncentrats infuziju
Skiduma
pagatavosanai, 6
mg/ml

12
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Zalu formas maina

21 ImmuCyst BCG BCG (Bacillus 5 ml Flakons N1 Sanofi Pasteur S.A., iminmodulators L0O3AX03 97-0410 05.12.2007 Pr.
Immunotherapeutic Calmette-Guerin) Francija
Powder for

suspension for
intravesical use
ImmuCyst BCG
Immunotherapeutic
Pulveris suspensijas
pagatavosanai
intravezikalai
lietoSanai

13
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Klidas labojums
attiectbd uz
registracijas
apliecibas ipasnieku

22 Tanyz ERAS 0,4 mg Tamsulosini
prolonged-release  hydrochloridum
tablets
Prolonged-release
tablets, 0,4 mg
Tanyz ERAS 0,4 mg
ilgstosas darbibas
tabletes
Ilgstosas darbibas
tabletes, 0,4 mg

PVH/Aclar/Al
blisteris N10, N18,
N20, N28, N30,
N50, N60, N90O,
N98, N100
PVH/PVDH
aluminija blisteris
N10, N18, N20,
N28, N30, N50,
N60, N90, N98,
N100
OPA/AI/PVHI/AI
blisteris N10, N18,
N20, N28, N30,
N50, N60, N9O,
N98, N100

KRKA, d.d., Novo alfa-
mesto, Slovénija adrenoreceptoru
antagonists

14

GO04CA02 11-0018

NL/H/1884/001/ 01.02.2011 Pr.
DC
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Zalu izsniegSanas
kartibas maina no
recepSu uz
bezrecepsu
iepakojumam N20

23 Meldonium Meldonium PVH/Aclar/PVH/AI  A/S "Olainfarm”,  fizisku un garigu  A13A 11-0172 Bez
Olainfarm 250 mg blisteris N20 Latvija darbaspgju receptes
capsules paaugstinasanas
Capsules, 250 mg lidzeklis
Meldonium
Olainfarm 250 mg
kapsulas

Kapsulas, 250 mg

ZV A Humano zalu
registracijas
komisijas
prickssedetajs
profesors

1. Purvins

15



