Latvijas Za|u registra labojumi

Rikojuma Nr.8 pielikums Nr.3-1

Registracijas Registra- | Registra- Izplati-
Zalu nosaukums, forma un Starptautiskais e o e Farmakotera-peitiska| ATK e e Sanas
N.p.k. . apliecibas 1pasnieks, cijas cijas _
dozejums nosaukums grupa kods nosacl-
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1 2 3 4 5 6 7 8 9
Bezmaksas kjudas labojums zalu
nosaukuma
1  Tazepam 10 mg film-coated Oxazepamum Tarchomin anksiolitisks lidzeklis NO5BA04 96-0447 27.06.2007 Pr.III
tablets Pharmaceutical Works
Film-coated tablets 10 mg "Polfa" S.A., Polija
Tazepam 10 mg apvalkotas
tabletes
Apvalkotas tabletes pa 10 mg
Zalu nosaukuma un registracijas
apliecibas ipasnieka nosaukuma
maina
2 Fentanyl Sandoz 12,5 Fentanylum Sandoz d.d., Slovénija narkotisks analggtisks NO02AB03 07-0032 27.02.2007 Pr.I
mikrogrami/stunda lidzeklis

transdermals plaksteris
Transdermal patch 12,5
microgram/hour

Fentanyl Sandoz 12,5
mikrogrami/stunda
transdermals plaksteris
Transdermals plaksteris 12,5
mikrogrami/ stunda
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Fentanyl Sandoz 25
mikrogrami/stunda
transdermals plaksteris
Transdermal patch 25
microgram/hour

Fentanyl Sandoz 25
mikrogrami/stunda
transdermals plaksteris
Transdermals plaksteris 25
mikrogrami/stunda

4  Fentanyl Sandoz 50
mikrogrami/stunda
transdermals plaksteris
Transdermal patch 50
microgram/hour
Fentanyl Sandoz 50
mikrogrami/stunda
transdermals plaksteris
Transdrmals plaksteris 50
mikrogrami/stunda

5 Fentanyl Sandoz 75
mikrogrami/stunda
transdermals plaksteris
Transdermal patch 75
microgram/hour
Fentanyl Sandoz 75
mikrogrami/stunda
transdermals plaksteris
Transdermals plaksteris 75
mikrogrami/stunda

Fentanylum

Fentanylum

Fentanylum

Sandoz d.d., Slovénija narkotisks analgétisks NO02AB03 07-0033 27.02.2007 Pr.I
lidzeklis

Sandoz d.d., Slovénija narkotisks analgétisks NO02AB03 07-0034 27.02.2007 Pr.I
lidzeklis

Sandoz d.d., Slovénija narkotisks analgétisks NO02AB03 07-0035 27.02.2007 Pr.I
lidzeklis
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Fentanyl Sandoz 100
mikrogrami/stunda
transdermals plaksteris
Transdermal patch 100
microgram/hour

Fentanyl Sandoz 100
mikrogrami/stunda
transdermals plaksteris
Transdermals plaksteris 100
mikrogrami/ stunda

Kestine 10 mg film-coated
tablets

Film-coated tablets 10 mg
Kestine 10 mg apvalkotas
tabletes

Apvalkotas tabletes pa 10 mg
Kestine 20 mg film-coated
tablets

Film-coated tablets 20 mg
Kestine 20 mg apvalkotas
tabletes

Apvalkotas tabletes pa 20 mg
Lekoklar 250 mg apvalkotas
tabletes

Film-coated tablets 250 mg
Lekoklar 250 mg apvalkotas
tabletes

Apvalkotas tabletes pa 250 mg
Lekoklar 500 mg apvalkotas
tabletes

Film-coated tablets 500 mg
Lekoklar 500 mg apvalkotas
tabletes

Apvalkotas tabletes pa 500 mg

Fentanylum Sandoz d.d., Slovénija narkotisks analgétisks
lidzeklis

Ebastinum Laboratorios Almirall pretalergisks lidzeklis

S.A., Spanija

Ebastinum Laboratorios Almirall pretalergisks lidzeklis
S.A., Spanija

Clarithromycinum Sandoz d.d., Slovénija antibiotisks lidzeklis

Clarithromycinum Sandoz d.d., Slovénija antibiotisks lidzeklis

NO2AB03 07-0036 27.02.2007 Pr.I

RO6AX22

RO6AX22

JO1FA09

JO1FAOQ9

99-0237

04-0041

03-0149

03-0150

29.04.2004 Pr.

13.02.2004 Pr.

19.05.2003 Pr.

19.05.2003 Pr.
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12

13

14

Flucanazole Sandoz 150 mg
hard capsules

Hard capsules 150 mg
Flucanazole Sandoz 150 mg
cietas kapsulas

Cietas kapsulas pa 150 mg
Trental 400 mg prolonged-
release film-coated tablets
Prolonged-release film-coated
tablets 400 mg

Trental 400 mg ilgstosas
darbibas apvalkotas tabletes
Ilgstosas darbibas apvalkotas
tabletes pa 400 mg

Flux 20 mg hard capsules
Hard capsules 20 mg

Flux 20 mg cietas kapsulas
Cietas kapsulas pa 20 mg

Zalu nosaukuma maina

Olfen Depocaps 100 mg
prolonged-release capsules,
hard

Prolonged-release capsules, hard
100 mg

Olfen Depocaps 100 mg
ilgstosas darbibas cietas
kapsulas

Ilgstosas darbibas cietas kapsulas
pa 100 mg

Fluconazolum

Sandoz d.d., Slovénija pretséniSu lidzeklis JO2ACO1 04-0128

Pentoxyphyllinum Sanofi-aventis Latvia periféros asinsvadus ~ C04ADO03 99-0699

Fluoxetinum

Diclofenacum
natricum

SIA, Latvija paplasinoss Iidzeklis

Sandoz d.d., Slovénija antidepresants NO6ABO03 02-0310

Mepha Lda., nesteroids MOI1ABO5 93-0566
Portugale pretiekaisuma lidzeklis

25.03.2004 Pr.

02.11.2004 Pr.

06.11.2002 Pr.

02.11.2004 Pr.
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15 Isoptin retard 120 mg Verapamili
prolonged release tablets hydrochloridum
Prolonged-release tablets 120 mg
Isoptin retard 120 mg ilgstosas
darbibas tabletes
Ilgstosas darbibas apvalkotas
tabletes pa 120 mg

16 Isoptin retard 240 mg

prolonged release tablets

Prolonged-release tablets 240 mg

Isoptin retard 240 mg ilgstosas

darbibas tabletes

Ilgstosas darbibas apvalkotas

tabletes pa 240 mg

Verapamili
hydrochloridum

17 Noethisteroni
acetas, Estradioli

hemihydricum

Kliane 1 mg/2 mg film-coated
tablets

Film-coated tablets 1 mg/2 mg
Kliane 1 mg/2 mg apvalkotas
tabletes

Apvalkotas tabletes pa 1 mg/2 mg
18 Depo-Medrol 40 mg/ml
suspension for injection
Suspension for injection 40 mg/ml
Depo-Medrol 40 mg/ml
suspensija injekcijam

Suspensija injekcijam 40 mg/ml

acetas

Abbott GmbH & Co,
Vacija

Abbott GmbH & Co,
Vacija

Bayer Schering
Pharma AG, Vacija

Methylprednisoloni Pfizer Europe MA

EEIG, Lielbritanija

kalcija kanalu CO08DAO1
blokators

kalcija kanalu CO08DAO1

blokators

hormonaizstajterapijas GO3FAO01
lidzeklis

kortikosteroids H02AB04

98-0227

98-0228

00-1227

99-0147

04.08.2003 Pr.

04.08.2003 Pr.

19.12.2005 Pr.

09.03.2004 Pr.
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21

22

23

Depo-Medrol 80 mg/2 ml Methylprednisoloni Pfizer Europe MA
suspension for injection acetas EEIG, Lielbritanija
Suspension for injection 80 mg/2

ml

Depo-Medrol 80 mg/2 ml

suspensija injekcijam

Suspensija injekcijam 80 mg/2 ml

Depo-Medrol 200 mg/5 ml
suspension for injection
Suspension for injection 200 mg/
Sml

Depo-Medrol 200 mg/5 ml
suspensija injekcijam
Suspensija injekcijam 200 mg/ 5
ml

Methylprednisoloni Pfizer Europe MA
acetas EEIG, Lielbritanija

Simvacor 10 mg film-coated Simvastatinum Hexal AG, Vacija
tablets

Coated tablets 10 mg
Simvacor 10 mg apvalkotas
tabletes

Apvalkotas tabletes pa 10 mg
Simvacor 20 mg film-coated Simvastatinum Hexal AG, Vacija
tablets

Coated tablets 20 mg
Simvacor 20 mg apvalkotas
tabletes

Apvalkotas tabletes pa 20 mg
Simvacor 40 mg film-coated Simvastatinum Hexal AG, Vacija
tablets

Film-coated tablets 40 mg

Simvacor 40 mg apvalkotas

tabletes

Apvalkotas tabletes pa 40 mg

kortikosteroids

kortikosteroids

hipolipidémizgjoss
lidzeklis

hipolipidémizgjoss
lidzeklis

hipolipidémizgjoss
lidzeklis

H02AB04

H02AB04

C10AAO01

C10AAO01

C10AAO01

99-0148

99-0149

02-0415

02-0416

03-0379

09.03.2004 Pr.

09.03.2004 Pr.

15.01.2003 Pr.

15.01.2003 Pr.

24.10.2003 Pr.
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24 Venox Skidrais ekstrakts Semina A/S Rigas venotonisks lidzeklis  CO5CX 04-0361  27.09.2004
Extractum fluidum (1:1) Hippocastani farmaceitiska fabrika,
Venox Skidrais ekstrakts Latvija
Skidrais ekstrakts (1:1)
25 Deprestop tinktiira Hyperici herba A/S Rigas augu preparats VO3AX 00-0283  07.06.2005
Tinctura farmaceitiska fabrika,
Deprestop tinktura Latvija
Tinktiira
26  Influvac 2007/2008, suspension Haemagglutinin Solvay gripas vakcina JO7BB01  05-0097 13.04.2005 Pr.
for injection 0,5 ml antigens of Pharmaceuticals B.V.,
Suspension for injection influenza virus Niderlande
Influvac 2007/2008, suspensija  strains,
injekcijam 0,5 ml Neuraminidase
Suspensija injekcijam antigens of
influenza virus
strains
27  Minirin 60 microgram oral Desmopressinum  Ferring AB, Zviedrija hormonu preparats HO1BAO2 06-0163 05.07.2006 Pr.
lyophilisate
Oral lyophilisate 60 mcg
Minirin 60 mikrogrami
liofilizets pulveris iekSkigai
lietoSanai
Liofilizeéts pulveris iekskigai
lietoSanai pa 60 g
28  Minirin 120 microgram oral Desmopressinum  Ferring AB, Zviedrija hormonu preparats HO1BAO2 06-0164 05.07.2006 Pr.
lyophilisate

Oral lyophilisate 120 mcg
Minirin 120 mikrogrami
liofilizets pulveris iekSkigai
lietoSanai

Liofilizeéts pulveris iekskigai
lietosanai pa 120 pg
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Minirin 240 microgram oral
lyophilisate

Oral lyophilisate 240 mcg
Minirin 240 mikrogrami
liofilizéts pulveris iekskigai
lietoSanai

Liofilizéts pulveris iekskigai
lietosanai pa 240 pg

Granocyte 34 (33,6x10° 1U/1
ml) powder and solvent in pre-
filled syringe for solution for
injection and infusion

Powder and solvent for solution
for injection 34 MIU

Granocyte 34 (33,6x10° SV/1
pilnslircé injekciju un infiziju
Skiduma pagatavosanai
Pulveris un $kidinatgjs injekciju
$kiduma pagatavosSanai pa 34 mlj.
SV

CaptoHEXAL 12,5 mg tablets
Tablets 12,5 mg

CaptoHEXAL 12,5 mg tabletes
Tabletes pa 12,5 mg

Captoprilum

CaptoHEXAL 25 mg tablets
Tablets 25 mg

CaptoHEXAL 25 mg tabletes
Tabletes pa 25 mg

Captoprilum

Desmopressinum

Lenograstimum

Ferring AB, Zviedrija hormonu preparats

Chugai Sanofi- imiinstimulators

Aventis, Francija

Hexal AG, Vacija AKE inhibitors

Hexal AG, Vacija AKE inhibitors

HO1BAO2 06-0165

LO3AAIL0 99-0505

C09AA01

C09AAO01

03-0372

03-0373

05.07.2006 Pr.

02.08.2004 Pr.

24.10.2003 Pr.

24.10.2003 Pr.
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37

CaptoHEXAL 50 mg tablets
Tablets 50 mg

CaptoHEXAL 50 mg tabletes
Tabletes pa 50 mg

IS 5 mono-ratiopharm 20 mg
tabletes

Tablets 20 mg

IS 5 mono-ratiopharm 20 mg
tabletes

Tabletes pa 20 mg
Verapamil-ratiopharm 80 mg
film-coated tablets
Film-coated tablets 80 mg
Verapamil-ratiopharm 80 mg
apvlakotas tabletes
Apvalkotas tabletes pa 80 mg

Zalu nosaukuma un registracijas
apliecibas ipasnieka maina

Terbinafine Medis 250 mg
tablets

Tablets 250 mg
Terbinafine Medis 250 mg
tabletes

Tabletes pa 250 mg
Amlocard B 5 mg tablets
Tablets 5 mg

Amlocard B 5 mg tabletes
Tabletes pa 5 mg

Captoprilum Hexal AG, Vacija

Isosorbidi Ratiopharm GmbH,

mononitras Vacija

Verapamili Ratiopharm GmbH,
hydrochloridum Vacija

Terbinafinum Medis ehf., Islande

Amlodipini besylas Hexal AG, Vacija

AKE inhibitors

antianginals [idzeklis

kalcija kanalu
blokators

pretsénisSu Iidzeklis

kalcija kanalu
blokators

C09AAO01

03-0374

CO01DA14 99-0252

CO8DAO1

98-0345

DOIBAO2 05-0260

CO8CAO01

07-0050

24.10.2003 Pr.

02.08.2004 Pr.

08.01.2004 Pr.

20.07.2005 Pr.

27.02.2007 Pr.
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41

Amlocard B 7,5 mg tablets
Tablets 7,5 mg

Amlocard B 7,5 mg tabletes
Tabletes pa 7,5mg
Amlocard B 10 mg tablets
Tablets 10 mg

Amlocard B 10 mg tabletes
Tablets pa 10mg

Registracijas apliecibas
ipasnieka maina

Zindaclin 1% Gel
Gel 1%

Zindaclin 1% gels
Gels 1%

Registracijas apliecibas
ipasnieka nosaukuma maina

Endotelon 150 mg gastro-
resistant coated tablets
Gastro-resistant coated tablets
150 mg

Endotelon 150 mg zarnas
skistosas apvalkotas tabletes
Zarnas $kistosas apvalkotas
tabletes pa 150 mg

Amlodipini besylas Hexal AG, Vacija

Amlodipini besylas Hexal AG, Vacija

Clindamycinum

Procyanidolic
oligomers

Crawford Healthcare pretmikrobu lidzeklis

Ltd, Lielbritanija

Sanofi-aventis Latvia Vazoprotektors,

SIA, Latvija

10

kalcija kanalu CO08CAO01 07-0051
blokators

kalcija kanalu CO8CAO1 07-0052

blokators

D10AF01 05-0038

C05CX 95-0353

antivarikozs Iidzeklis

27.02.2007

27.02.2007

27.02.2007

20.11.2006

Pr.

Pr.

Pr.
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Elmetacin 8 mg/ml Spray Indometacinum
Spray for topical application,
solution 8§ mg/ml

Elmetacin 8 mg/ml Spray
$kidums izsmidzinasanai
Skidums izsmidzina$anai, arigai
lietoSanai 8 mg/ml

Cardace 10 mg tablets

Tablets 10 mg

Cardace 10 mg tabletes
Tabletes pa 10 mg

Primovist 0,25 mmol/ ml Acidum
solution for injection prefilled gadoxeticum
syringe

Solution for injection 0,25

mmol/ml

Primovists 0,25 mmol/ ml

Skidums injekcijam pilnslirce

Skidums injekcijam 0,25 mmol/ml

Ramiprilum

Acidum
gadoxeticum

Primovist 0,25 mmol/ ml
solution for injection

Solution for injection 0,25
mmol/ml

Primovists 0,25 mmol/ ml
Skidums injekcijam

Skidums injekcijam 0,25 mmol/ml

Daiichi Sankyo nesteroids
Europe GmbH, Vacija pretiekaisuma lidzeklis

Sanofi-aventis Latvia AKE inhibitors
SIA, Latvija

Bayer Schering
Pharma AG, Vacija

diagnostisks Iidzeklis

Bayer Schering
Pharma AG, Vacija

diagnostisks Iidzeklis

11

MO02AA23 00-1224

C09AA05 03-0067

VOSCA10 04-0408

VOSCA10 04-0409

14.03.2006

17.03.2003 Pr.

02.12.2004 Pr.II stac.

02.12.2004 Pr.II stac.
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46 Climara 25 micrograms/24 Estradiolum Bayer Schering hormonaizstajterapijas GO3CA03 05-0195 27.02.2007 Pr.
hours transdermal patch Pharma AG, Vacija  lidzeklis
Transdermal patch
Climara 25 mikrogramu/24
stundas transdermals plaksteris
Transdermals plaksteris

47 Rileptid 1 mg film-coated Risperidonum Egis Pharmaceuticals antipsihotisks Iidzeklis NO5SAX08 06-0278 19.12.2006 Pr.

tablets Public Limited
Film-coated tablets 1 mg Company, Ungarija
Rileptid 1 mg apvalkotas
tabletes
Apvalkotas tabletes pa 1 mg

48 Rileptid 2 mg film-coated Risperidonum Egis Pharmaceuticals antipsihotisks Iidzeklis NO5SAX08 06-0279  19.12.2006 Pr.
tablets Public Limited
Film-coated tablets 2 mg Company, Ungarija
Rileptid 2 mg apvalkotas
tabletes
Apvalkotas tabletes pa 2 mg

49  Rileptid 3 mg film-coated Risperidonum Egis Pharmaceuticals antipsihotisks Iidzeklis NO5SAX08 06-0280 19.12.2006 Pr.

tablets

Film-coated tablets 3 mg
Rileptid 3 mg apvalkotas
tabletes

Apvalkotas tabletes pa 3 mg

Public Limited
Company, Ungarija

12
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50 Rileptid 4 mg film-coated Risperidonum Egis Pharmaceuticals antipsihotisks Iidzeklis NOSAX08 06-0281 19.12.2006 Pr.
tablets Public Limited
Film-coated tablets 4 mg Company, Ungarija
Rileptid 4 mg apvalkotas
tabletes

Apvalkotas tabletes pa 4 mg

ZV A Humano zalu
registracijas
komisijas
priekSseédetajs
profesors 1. Purvins

13



