Latvijas Za|u registra labojumi

Rikojuma Nr.4 pielikums Nr.3-1

N.p.k.

Zalu nosaukums, forma un
dozéjums

Starptautiskais
nosaukums

Registracijas
apliecibas IpaSnieks,
valsts

Farmakotera-
peitiska grupa

ATK
kods

Izplati-
Sanas
nosaci-
jumi

Registra-
cijas
numurs

Registra-
cijas
datums

2 3

4 5

7 8 9

Bezmaksas izmainas: klidas
labojums zalu nosaukuma
Actilyse 50 mg powder and Alteplasum
solvent for solution for injection
Powder for injection 50 mg with
solvent 50 ml

Actilyse 50 mg pulveris un
Skidinatajs injekciju Skiduma
pagatavoSanai

Pulveris un skidinatajs injekciju
skidima pagatavosSanai 50 mg ar
skidinataju 50 ml

Efisol 0,25 mg/30 mg lozenges Dequalinii
Lozenges
Efisol 0,25 mg/30 mg siikajamas ascorbicum
tabletes

Stikajamas tabletes

Boehringer Ingelheim antitrombotisks
International GmbH,  Iidzeklis
Vacija

Actavis Nordic A/S,

chloridum, Acidum Danija

BO1ADO2

antiseptisks IidzeklisRO2AA02 02-0285

97-0192 17.01.2008 Pr.

05.12.2007
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Unasyn 1,5 g powder for Sulbactamum,
solution for injection Ampicillinum
Powder for solution for injection

500 mg/1000 mg

Unasyn 1,5 g pulveris injekciju

Skiduma pagatavoSanai

Pulveris injekciju skiduma

pagatavoSanai 500 mg/1000 mg

Sulbactamum,
Ampicillinum

Unasyn 3,0 g powder for
solution for injection

Powder for solution for injection
lg2g

Unasyn 3,0 g pulveris injekciju
Skiduma pagatavoSanai
Pulveris injekciju skiduma
pagatavoSanai 1 g/2 g

IzsniegSanas kartibas maina no
bezrecepsu uz recepsu (Pr.)

Phenobarbitalum,
Alfa-Ethylis
bromisovaleras

Valocordin oral solution

Oral solution, drops
Valocordin Skidums iekSkigai
lietoSanai

Skidums iekskigai lieto3anai

Pfizer Limited,
Lielbritanija

Pfizer Limited,
Lielbritanija

Krewel Meuselbach
GmbH, Vacija

antibiotisks lidzeklis JOICRO1  97-0511  05.12.2007 Pr.

antibiotisks lidzeklis JOICRO1  97-0512  05.12.2007 Pr.

nomierinoss NO5CB02 95-0326  19.10.2005 Pr.

[idzeklis
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Zalu nosaukuma maina

Orofar 2 mg/1,5 mg/ml Benzoxonium Novartis Finland Oy, antiseptisks, vietgjas RO2AA  05-0117  13.04.2005
oromucosal spray chloridum, Somija anestezijas lidzeklis

Oromucosal spray 2 mg/1,5 Lidocaini

mg/ml hydrochloridum

Orofar 2 mg/1,5 mg/ml aerosols
izsmidzinasanai mutes dobuma
Aerosols izsmidzina$anai mutes
dobuma 2 mg/1,5 mg/ml

Orofar 1 mg/1 mg lozenges Benzoxonium Novartis Finland Oy, antiseptisks, vietgjas RO2ZAA  05-0118  13.04.2005
Lozenges 1 mg/lmg chloridum, Somija anestezijas lidzeklis

Orofars 1 mg/1 mg siikajamas Lidocaini

tabletes hydrochloridum

Stikajamas tabletes 1 mg/1mg
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Padma Circosan Herba Aquilegiae  Litfas UAB, Lietuva  asinsriti uzlabojoss V03AX  04-0240 29.04.2004

Tablets vulgaris, Fructus lidzeklis

Padma Circosan Amomi, Calcii

Tabletes sulfas, Flos cum

calycibus
Calendulae, Fructus
Cardamomi, Flores
Caryophylli, Radix
Costi amari, D-
camphora, Rhizoma
Hedychii, Folium
Lactucae sativae,
Lichen islandicus,
Radix Liquiritiae,
Fructus Meliae
tousend, Fructus
Myrobalani, Herba
Plantaginis, Herba
Polygoni avicularis,
Herba Potentillae
aureae, Lignum
Santali rubri, Herba
Sidae cordifoliae,
Aconiti tuber,
Radix Valerianae
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10

11

12

Nootropil 333 mg/ml oral Piracetamum
solution

Oral solution 333 mg/ml
Nootropil 333 mg/ml Skidums
iekSkigai lietoSanai

Skidums iekskigai lieto§anai 333
mg/ml

Nootropil 1200 mg film-coated Piracetamum
tablets

Film-coated tablets 1200 mg
Nootropil 1200 mg apvalkotas
tabletes

Apvalkotas tabletes pa 1200 mg
Nootropil 800 mg film-coated Piracetamum
tablets

Film-coated tablets 800 mg
Nootropil 800 mg apvalkotas
tabletes

Apvalkotas tabletes pa 800 mg
Nootropil 200 mg/ml solution  Piracetamum
for infusion

Solution for infusion 12 g/60 ml

Nootropil 200 mg/ml Skidums

infuzijam

Skidums inflizijam 12 g/60 ml

UCB Pharma Oy,
Somija

UCB Pharma Oy,
Somija

UCB Pharma Oy,
Somija

UCB Pharma Oy,
Somija

nootrops lidzeklis

nootrops lidzeklis

nootrops lidzeklis

nootrops lidzeklis

NO06BX03 99-0316 07.06.2004 Pr.

NO06BX03 99-0317 07.06.2004 Pr.

NO06BX03 99-0318

07.06.2004 Pr.

NO06BX03 99-0319 07.06.2004 Pr.
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14

15

Nootropil 200 mg/ml solution  Piracetamum
for injection

Solution for injection 3 g/15 ml

Nootropil 200 mg/ml Skidums

injekcijam

Skidums injekcijam 3 g/15 ml

Nootropil 200 mg/ml solution  Piracetamum
for injection

Solution for injection 1 g/5 ml
Nootropil 200 mg/ml Skidums
injekcijam

Skidums injekcijam 1 g/5 ml
Mezym 10 000 U gastro-
resistant tablets
Gastro-resistant tablets 10 000 U
Mezym 10 000 V zarnas
SkistoSas tabletes

Zarnas $kistosas tabletes 10 000
v

Pancreatis pulvis

UCB Pharma Oy, nootrops lidzeklis
Somija

UCB Pharma Oy, nootrops lidzeklis
Somija

Berlin-Chemie AG/ enzimu preparats
Menarini Group,
Vacija

NO06BX03 99-0320 07.06.2004 Pr.

NO06BX03 99-0321

A09AA02 01-0463

07.06.2004 Pr.

24.01.2007
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16 Pikovit Forte coated tablets Retinolum, KRKA d.d., Novo multivitamini Al1BA 03-0038 12.02.2003
Coated tablets Cholecalciferolum, Mesto, Slovénija
Pikovit Forte apvalkotas Acidum
tabletes ascorbicum,
Apvalkotas tabletes Thiamini nitras,
Tocopheroli acetas,
Calcii pantothenas,
Pyridoxini
chloridum,
Riboflavinum,
Nicotinamidum,
Acidum folicum,
Cyanocobalaminum
17  Calcium Sopharma 8,94 mg/ml Calcium gluconate, SIA "Briz", Latvija mineralvielu A12AA03 05-0279 01.08.2005 Pr.
solution for injection Calcii laevulinas preparats

Solution for injection

Calcium Sopharma 8,94 mg/ml
Skidums injekcijam

Skidums injekcijam
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18 Maalox 400 mg/400 mg Aluminii Sanofi-aventis Latvia antacids lidzeklis A02AA10 96-0537 25.09.2007
chewable tablets hydroxidum, SIA, Latvija
Chewable tablets 400 mg/400 mg Magnesii
Maalox 400 mg/400 mg hydroxidum
koSlajamas tabletes
Koslajamas tabletes, 400 mg/400
mg
19 Maalox 40 mg/35 mg/ml oral Aluminii Sanofi-aventis Latvia antacids Iidzeklis A02AA10 96-0538 25.09.2007
suspension hydroxidum, SIA, Latvija
Oral suspension 40 mg/35 mg/ml Magnesii
Maalox 40 mg/35 mg/ml hydroxidum
suspensija iekSkigai lietoSanai
Suspensija iekskigai lietoSanai
40 mg/35 mg/ml
20  Betac 20 mg film-coated tablets Betaxololi Medochemie Ltd., antiadrenergisks C07AB05 04-0209 20.04.2004 Pr.
Film-coated tablets 20 mg hydrochoridum Kipra lidzeklis

Betac 20 mg apvalkotas tabletes
Apvalkotas tabletes pa 20 mg

Zalu nosaukuma un zalu
registracijas apliecibas ipasnieka
nosaukuma maina
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24

Irinotecan Hospira 20 mg/ml  Irinotecani
Concentrate for solution for
infusion

Irinotecan Hospira 20 mg/ml
Koncentrats infuziju skiduma
pagatavoSanai

trihidricum

Hexoral Spray 2 mg/ml Hexetidinum
nebuliser solution

Nebuliser solution 2 mg/ml

Hexoral Spray 2 mg/ml Skidums
izsmidzinasanai

Skidums izsmidzinaganai 2 mg/ml

Hexoral 1 mg/ml oromucosal  Hexetidinum
solution

Oromucosal solution 1 mg/ml
Hexoral 1 mg/ml §kidums
lietoSanai mutes dobuma
Skidums lieto$anai mutes dobuma
1 mg/ml

Olynth 0,05 % nasal drops,
solution

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

Deguna pilieni, Skidums 0,05 %

Xylometazolini

hydrochloridum

hydrochloridum

Hospira UK Limited,
Lielbritanija

McNeil Products
Limited, Lielbritanija

McNeil Products
Limited, Lielbritanija

McNeil Products
Limited, Lielbritanija

onkologisks
lidzeklis

antibakterials
[idzeklis

antibakterials
[idzeklis

pretiesnu lidzeklis

LO1XX19 04-0382 02.11.2004 Pr.II onk.

AO01ABI2 94-0313 03.02.2005

AO01ABI2 94-0314 03.02.2005

ROIAAO07 99-0004 09.03.2004
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25

26

27

Olynth 0,05 % metered dose Xylometazolini
nasal spray, solution hydrochloridum
Metered dose nasal spray,
solution 0,05 %

Olynth 0,05 % dozets deguna
aerosols, Skidums

Dozets deguna aerosols, Skidums
0,05 %

Olynth 0,1 % nasal drops,
solution

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

Deguna pilieni, Skidums 0,1 %
Olynth 0,1 % metered dose
nasal spray, solution

Metered dose nasal spray,
solution 0,1 %

Olynth 0,1 % dozets deguna
aerosols, Skidums

Dozets deguna aerosols, Skidums
0,1 %

Xylometazolini
hydrochloridum

Xylometazolini
hydrochloridum

McNeil Products pretiesnu lidzeklis ROIAAO07 99-0005 09.03.2004
Limited, Lielbritanija

McNeil Products
Limited, Lielbritanija

pretiesnu lidzeklis ROIAA07 99-0006 09.03.2004

McNeil Products
Limited, Lielbritanija

pretiesnu lidzeklis ROIAA07 99-0007  09.03.2004

10
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28

29

30

Regaine 20 mg/ml cutaneous
solution

Cutaneous solution 20 mg/ml
Regaine 20 mg/ml §kidums
lietoSanai uz adas

Skidums lieto$anai uz adas 20
mg/ml

Regaine 50 mg/ml cutaneous
solution

Cutaneous solution 50 mg/ml
Regaine 50 mg/ml Skidums
lietoSanai uz adas

Skidums lietosanai uz adas 50
mg/ml

Amiodaron Actavis 200 mg
tablets

Tablets 200 mg

Amiodaron Actavis 200 mg
tabletes

Tabletes pa 200 mg

Zalu nosaukuma un zalu

registracijas apliecibas ipasnieka

maina

Minoxidilum McNeil Products

dermatologisks

Limited, Lielbritanija Iidzeklis

Minoxidilum McNeil Products

dermatologisks

Limited, Lielbritanija Iidzeklis

Amiodaroni Actavis UK Ltd,
hydrochloridum Lielbritanija

antiaritmisks
[idzeklis

11

DI1AXO01 00-0479 07.06.2005

DI1AXO01 00-0480 07.06.2005

C01BDO1 03-0420 24.10.2003 Pr.
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31

32

33

Microlax 9 mg/90 mg/625 Natrii
mg/ml micro-enema
Micro-enema

Microlax 9 mg/90 mg/625
mg/ml mikroklizma
Mikroklizma

Neotigason 10 mg hard capsules Acitretinum
Hard capsules 10 mg

Neotigason 10 mg cietas

kapsulas

Cietas kapsulas pa 10 mg

Natrii citras,
Sorbitolum

Registracijas apliecibas
ipasnieka maina
Pentasa Mesalazinum
Suppositories 1 g

Pentaza

Supozitorijipal g

laurylsulfoacetas,

McNeil AB, Zviedrija caurejas lidzeklis

Actavis Group PTC
ehf, Islande

antipsoriatisks
lidzeklis

Ferring Ladkkeet Oy,
Somija

proktologisks
lidzeklis

12

AO06AGI11 00-0919 19.12.2005

D05BB02 96-0595 19.12.2006 Pr.II derm.

AQ07EC02 97-0616 13.02.2004 Pr.
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34

35

36

37

38

Pentasa

Slow-release tablets 500 mg
Pentaza

Ilgstosas darbibas tabletes pa 500
mg

Decapeptyl Depot
Microcapsules and solvent for
suspension for injection 3,75 mg
Dekapeptils depo
Mikrokapsulas un $kidinatajs
injekciju suspensijas
pagatavoSanai pa 3,75 mg
Benzotal 200 mg/g ointment
Ointment 20 %

Benzotal 200 mg/g ziede

Ziede 20 %

Cisplatin

Concentrate for solution for
infusion 1 mg/ ml

Cisplatins

Koncentrats inflizijas Skiduma
pagatavoSanai pa 1 mg/ ml
Carboplatin

Solution for injection 10 mg/ ml
Karboplatins

Skidums injekcijam 10 mg/ ml

Mesalazinum

Triptorelinum

Benzylii benzoas

Cisplatinum

Carboplatinum

Ferring Ladkkeet Oy,
Somija

gastroenterologisks A07EC02

[idzeklis

Ferring GmbH, Vacija hormonals lidzeklis L02AE04

AS Grindeks, Latvija

Pfizer Europe MA
EEIG, Lielbritanija

Pfizer Europe MA
EEIG, Lielbritanija

13

pretparazitu
lidzeklis

pretaudz&ju
lidzeklis

onkologisks
lidzeklis

PO3AXO01

LO1XAO01

LO1XAO02

98-0118

97-0642

96-0460

04-0087

04-0138

13.02.2004 Pr.

13.02.2004 Pr.

25.09.2007 Pr.

09.03.2004 Pr.II onk.

25.03.2004 Pr.II onk.
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Registracijas apliecibas
ipasnieka nosaukuma maina

Somatuline P.R. 30 mg powder Lanreotidum
and solvent for suspension for
prolonged release injection
Powder and solvent for
suspension for IM injection
Somatulins P.R. 30 mg pulveris
un $kidinatajs ilgstosas
darbibas injekciju suspensijas
pagatavosanai

Pulveris un $kidinatajs ilgstosas
darbibas (i.m.) injekciju
suspensijas pagatavoSanai

Nantarid 25 mg film-coated Quetiapinum
tablets

Film-coated tablets 25 mg

Nantarid 25 mg apvalkotas

tabletes

Apvalkotas tabletes pa 25 mg

Nantarid 100 mg film-coated  Quetiapinum
tablets

Film-coated tablets 100 mg

Nantarid 100 mg apvalkotas

tabletes

Apvalkotas tabletes pa 100 mg

Beaufour Ipsen
Pharma, Francija

Gedeon Richter Plc.,
Ungarija

Gedeon Richter Plc.,
Ungarija

14

hormonals lidzeklis HO1CB03 00-1008

antipsihotisks
lidzeklis

antipsihotisks
lidzeklis

NO5AHO04 07-0372

NO5AHO04 07-0373

03.04.2006 Pr.

17.01.2008 Pr.

17.01.2008 Pr.
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42

43

44

45

Nantarid 150 mg film-coated
tablets

Film-coated tablets 150 mg
Nantarid 150 mg apvalkotas
tabletes

Apvalkotas tabletes pa 150 mg
Nantarid 200 mg film-coated
tablets

Film-coated tablets 200 mg
Nantarid 200 mg apvalkotas
tabletes

Apvalkotas tabletes pa 200 mg
Nantarid 300 mg film-coated
tablets

Film-coated tablets 300 mg
Nantarid 300 mg apvalkotas
tabletes

Apvalkotas tabletes pa 300 mg

Quetiapinum

Quetiapinum

Quetiapinum

Nantarid 25 mg + 100 mg film- Quetiapinum

coated tablets

Film-coated tablets 25 mg + 100

mg

Nantarid 25 mg + 100 mg
apvalkotas tabletes
Apvalkotas tabletes pa 25 mg +
100 mg

Gedeon Richter Plc.,
Ungarija

Gedeon Richter Plc.,
Ungarija

Gedeon Richter Plc.,
Ungarija

Gedeon Richter Plc.,
Ungarija

15

antipsihotisks
lidzeklis

antipsihotisks
lidzeklis

antipsihotisks
lidzeklis

antipsihotisks
lidzeklis

NO5AHO04 07-0374

NO5AHO04 07-0375

NO5AHO04 07-0376

NO5AHO04 07-0377

17.01.2008 Pr.

17.01.2008 Pr.

17.01.2008 Pr.

17.01.2008 Pr.
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46 Visine Classic 0,05 % eye drops Tetryzolini McNeil Products oftalmologisks SOIGA02 97-0085 12.06.2007
Eye drops 0,05 % hydrochloridum Limited, Lielbritanija Iidzeklis
Visine Classic 0,05 % acu
pilieni
Acu pilieni 0,05 %
47 Hexoraletten N Chlorhexidini McNeil Products antiseptisks I1dzeklisRO2AA05 98-0597  04.08.2003
Lozenges (Halspastillen) dihydrochloridum, Limited, Lielbritanija
Heksoraletens N Benzocainum
Stikajamas tabletes
48 Valtrex Valaciclovirum GlaxoSmithKline pretvirusu lidzeklis JOSAB11 99-0877 02.11.2004 Pr.

Film-coated tablets 500 mg
Valtrekss
Apvalkotas tabletes pa 500 mg

Latvia SIA, Latvija

ZV A Humano zalu
registracijas
komisijas
priekSsedetajs
profesors 1. Purvins

16



