Latvijas Zalu registra labojumi Rikojuma Nr.6 pielikums Nr.3-1

Registracijas Registra- | Registra- Izplati-
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k. dozejums nosaukums v peitiska grupa kods nosaci-
Ipasnieks, valsts numurs | datums . .
jumi
1 2 3 4 5 6 7 8 9
IzsniegSanas kartibas maina
1 Vita-Iodurol Adenosinum, Novartis Finland Oy, oftalmologisks SO01XA 98-0176  14.11.2003
Eye drops, solution Acidum nicotinicum, Somija lidzeklis
Vita-jodurols Magnesii chloridum,
Acu pilieni, skidums Calcii chloridum
Zalu nosaukuma un registracijas
apliecibas ipasnieka maina
2 Profenid 25 mg/g gel Ketoprofenum Sanofi-aventis nesteroids MO02AA10 99-0445 07.06.2004
Gel 25 mg/g Latvia SIA, Latvija pretiekaisuma
Profenid 25 mg/g gels lidzeklis
Gels 25 mg/g
3 Dalacin C 300 mg/2 ml solution Clindamycinum Pfizer Europe MA  antibiotisks JO1IFFO1  98-0609 18.12.2003 Pr.
for injection EEIG, Lielbritanija Iidzeklis
Solution for i/m injection and /v
infusion 300 mg/ 2 ml
Dalacin C 300 mg/2 ml §kidums
injekcijam

Skidums i/m injekcijam un i/v
infuzijam pa 300 mg/ 2ml
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4 Dalacin C 600 mg/4 ml solution Clindamycinum Pfizer Europe MA  antibiotisks JO1IFFO1  98-0610 18.12.2003 Pr.
for injection EEIG, Lielbritanija Iidzeklis
Solution for i/m injection and /v
infusion 600 mg/ 4 ml
Dalacin C 600 mg/4 ml Skidums
injekcijam
Skidums i/m injekcijam un i/v
infuzijam pa 600 mg/ 4 ml

Zalu nosaukuma un registracijas
apliecibas ipasnieka maina un zalu

formas precizésana
5 Dalacin T 10 mg/ml topical Clindamycinum Pfizer Europe MA  antibiotisks DI0OAFO01 03-0466 14.11.2003 Pr.
solution EEIG, Lielbritanija Iidzeklis

Topical solution 10 mg/ml

Dalacin T 10 mg/ml §kidums
arigai lietoSanai

Skidums arigai lieto$anai 10 mg/ml

Zalu nosaukuma maina

6 Otipax 40 mg/10 mg/g ear drops, Phenazonum, Biocodex, Francija pretiekaisuma  S02DA 95-0222  18.01.2006
solution Lidocaini lidzeklis S02DA01
Ear drops, solution hydrochloridum

Otipax 40 mg/10 mg/g ausu
pilieni, Skidums
Ausu pilieni, $kidums
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7 Rinatiols pieaugus$ajiem 5 % Carbocysteinum Sanofi-Synthelabo  mukolitisks RO5CB03 03-0118 19.05.2003
sirups OTC, Francija lidzeklis
Syrup 5 %
Rinatiols pieaugusajiem 5 %
sirups
Strups 5 %

8 Rinatiols berniem 2 % sirups Carbocysteinum Sanofi-Synthelabo  mukolitisks RO5CB03 03-0117  19.05.2003
Syrup 2 % OTC, Francija lidzeklis
Rinatiols bérniem 2 % sirups
Strups 2 %

9 Efexor XR 75 mg prolonged- Venlafaxinum Wyeth Lederle antidepresants NO6AX16 00-0032 13.04.2005 Pr.
release capsules, hard Pharma GmbH,
Prolonged-release capsules 75 mg Austrija
Efexor XR 75 mg ilgstosas
darbibas cietas kapsulas
Ilgstosas darbibas kapsulas pa 75
mg

10 Efexor XR 150 mg prolonged-  Venlafaxinum Wyeth Lederle antidepresants NO6AX16 00-0033  13.04.2005 Pr.
release capsules, hard Pharma GmbH,
Prolonged-release capsules 150 mg Austrija
Efexor XR 150 mg ilgstosas
darbibas cietas kapsulas
Ilgstosas darbibas kapsulas pa 150
mg
11 Mexolan 7,5 mg tablets Meloxicamum Lannacher nesteroids MO1ACO06 04-0402 02.12.2004 Pr.

Tablets 7,5 mg Heilmittel pretiekaisuma

Mexolan 7,5 mg tabletes
Tabletes pa 7,5 mg

Ges.m.b.H., Austrija lidzeklis
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12 Mexolan 15 mg tablets Meloxicamum Lannacher nesteroids MO1ACO06 04-0403 02.12.2004 Pr.
Tablets 15 mg Heilmittel pretiekaisuma
Mexolan 15 mg tabletes Ges.m.b.H., Austrija lidzeklis
Tabletes pa 15 mg
13 Alpicort 2/4 mg/ml §kidums Prednisolonum, Dr. August Wolff  dermatologisks D07XA02 95-0182 02.02.2006 Pr.
Cutaneous solution Acidum salicylicum GmbH & Co. lidzeklis

Alpicort 2/4 mg/ml §kidums
Uz adas lietojams Skidums

14 Finster 5 mg film-coated tablets
Film-coated tablets 5 mg
Finster 5 mg apvalkotas tabletes
Apvalkotas tabletes pa 5 mg

Finasteridum

Zalu nosaukuma maina un zalu
formas precizésana

15 Regaine 2 % cutaneous solution Minoxidilum
Cutaneous solution 2 %
Regaine 2 % Skidums lietoSanai
uz adas
Skidums lieto$anai uz adas2 %

16 Regaine 5 % cutaneous solution Minoxidilum

Cutaneous solution 5 %

Regaine 5 % Skidums lietoSanai

uz adas

Skidums lieto$anai uz adas 5 %

Arzneimittel, Vacija

KRKA d.d., Novo Iidzeklis
Mesto, Slovénija  prostatas
hipertrofijas
arstesanai
Pfizer Consumer  dermatologisks
Healthcare, Iidzeklis
Lielbritanija
Pfizer Consumer  dermatologisks
Healthcare, Iidzeklis
Lielbritanija

G04CB01 06-0254 20.11.2006 Pr.

DITAXO01 00-0479 07.06.2005

DITAXO01 00-0480 07.06.2005



Latvijas Zalu registra labojumi Rikojuma Nr.6 pielikums Nr.3-1

L1 ] 2 I 4 | s | 6 | 1 | 8 | 9 |

Zalu nosaukuma un registracijas
apliecibas ipasnieka nosaukuma

maina
17 Amlodipine 1A Pharma 5 mg Amlodipinum 1A Pharma GmbH, kalcija kanalu CO8CAO1 02-0346 06.12.2002 Pr.
tabletes Vacija blokators

Tablets 5 mg
Amlodipine 1A Pharma S mg

tabletes
Tabletes pa 5 mg

18 Amlodipine 1A Pharma 10 mg  Amlodipinum 1A Pharma GmbH, kalcija kanalu CO8CAO1 02-0347 06.12.2002 Pr.
tabletes Vacija blokators

Tablets 10 mg
Amlodipine 1A Pharma 10 mg

tabletes
Tabletes pa 10 mg
19 Cardace 10 mg tablets Ramiprilum Sanofi-Aventis AKE inhibitors C09AA05 03-0067 17.03.2003 Pr.
Tablets 10 mg Deutschland GmbH,
Cardace 10 mg tabletes Vacija
Tabletes pa 10 mg
20 Cardace 2,5 mg tablets Ramiprilum Sanofi-Aventis AKE inhibitors C09AA05 99-0107 09.03.2004 Pr.
Tablets 2,5 mg Deutschland GmbH,
Cardace 2,5 mg tabletes Vacija
Tabletes pa 2,5 mg
21 Cardace 5 mg tablets Ramiprilum Sanofi-Aventis AKE inhibitors C09AA05 99-0108 09.03.2004 Pr.
Tablets 5 mg Deutschland GmbH,
Cardace S mg tabletes Vacija

Tabletes pa 5 mg
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22 Hypothiazid 100 mg tabletes
Tablets 100 mg
Hypothiazid 100 mg tabletes
Tabletes pa 100 mg

23 Hypothiazid 25 mg tabletes
Tablets 25 mg
Hypothiazid 25 mg tabletes
Tabletes pa 25 mg

24 Bronchicum Pastillen siikajamas
tabletes
Lozenges
Bronchicum Pastillen sukajamas
tabletes
Stkajamas tabletes

Registracijas apliectbas ipasnieka
maina

25 Megace 40 mg/ ml
Oral suspension 40 mg/ ml
Megace 40 mg/ ml
Suspensija iekskigai lietoSanai 40
mg/ ml

Hydrochlorthiazidum Sanofi-aventis

Hydrochlorothiazidu
m

Extractum thymi
fluidum

Megestroli acetas

26 Lincocin 600 mg/2 ml solution for Lincomycini

injection

Solution for injection 300 mg/ ml
Linkocins 600 mg/2 ml §kidums
injekcijam

Skidums injekcijam pa 300 mg/ ml

hydrochloridum

diuretisks
Latvia SIA, Latvija Iidzeklis

Sanofi-aventis diuretisks
Latvia SIA, Latvija Iidzeklis

Sanofi-aventis pretklepus
Latvia SIA, Latvija Iidzeklis

Bristol-Myers progestageéns
Squibb lidzeklis
Gyogyszerkereskede

Imi Kft., Ungarija

Pfizer Europe MA  antibiotisks

EEIG, Lielbritanija Iidzeklis

CO3AA03 99-0078  13.02.2004 Pr.

CO3AA03 99-0788 13.02.2004 Pr.

RO5SCA  97-0513  19.05.2003
GO3DB02 99-0215 09.03.2004 Pr.
JOIFFO02  00-0373  13.05.2005 Pr.
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27 Lincocin 500 mg capsules Lincomycini Pfizer Europe MA  antibiotisks JOIFF02  00-0374 13.05.2005 Pr.
Capsules 500 mg hydrochloridum EEIG, Lielbritanija Iidzeklis
Linkocins 500 mg kapsulas
Kapsulas pa 500 mg
Registracijas apliecibas ipasnieka
nosaukuma maina

28 Androcur 50 mg tablets Cyproteroni acetas  Bayer Schering antiandrogens  GO3HAO1 95-0266 01.08.2005 Pr.
Tablets 50 mg Pharma AG, Vacija lidzeklis

Androcur 50 mg tabletes
Tabletes pa 50 mg

29 Microgynon 30 film-coated
tablets
Film-coated tablets
Microgynon 30 apvalkotas
tabletes
Apvalkotas tabletes

30 Yarina 30/3000 mikrogramu
apvalkotas tabletes
Film-coated tablets
Yarina 30/3000 mikrogramu
apvalkotas tabletes
Apvalkotas tabletes

Levonorgestrelum,
Ethinylestradiolum

Drospirenonum,
Ethinylestradiolum

Bayer Schering
Pharma AG, Vacija

Bayer Schering
Pharma AG, Vacija

pretapauglosana GO3AA07 96-0296 24.10.2006 Pr.

s lidzeklis

pretapauglosana GO3AA12 00-0463
s lidzeklis

13.05.2005 Pr.
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31 Bonefos 800 mg film-coated Dinatrii clodronas  Bayer Schering kaulu slimibu  MO5BA02 01-0138 14.03.2006 Pr.
tablets Pharma Oy, Somija arsteSanas
Film-coated tablets 800 mg lidzeklis
Bonefos 800 mg apvalkotas
tabletes
Apvalkotas tabletes pa 800 mg
32 Kestine 10 mg film-coated tablets Ebastinum Laboratorios prethistamina  R06AX22 02-0115 14.03.2007
Film-coated tablets 10 mg, N10 Almirall, S.A, I1dzeklis
Kestine 10 mg apvalkotas Spanija
tabletes

Apvalkotas tabletes pa 10 mg, N10

33 Bonefos 60 mg/ml concentrate  Dinatrii clodronas ~ Bayer Schering kaulu slimtbu  MO5BA02 95-0245 14.03.2006 Pr.

for solution for infusion Pharma Oy, Somija arstéSanas
Concentrate for solution for infusior [idzeklis
60 mg/ml

Bonefos 60 mg/ml koncentrats
infaziju Skiduma pagatavoSanai
Koncentrats infuziju Skiduma
pagatavoSanai 60 mg/ml

34 Bonefos 400 mg capsules Dinatrii clodronas ~ Bayer Schering kaulu slimibu  MO5BA02 95-0246 14.03.2006 Pr.
Capsules 400 mg Pharma Oy, Somija arstéSanas
Bonefos 400 mg kapsulas lidzeklis
Kapsulas pa 400 mg
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35 No-spa 40 mg/2 ml solution for  Drotaverini Sanofi-aventis spazmolitisks ~ A03AD02 96-0151 24.10.2006 Pr.
injection hydrochloridum Latvia SIA, Latvija Iidzeklis
Solution for injection 40 mg/2 ml
No-spa 40 mg/2 ml Skidums
injekcijam
Skidums injekcijam 40 mg/2 ml
36 No-spa 40 mg tablets Drotaverini Sanofi-aventis spazmolitisks ~ A03AD02 96-0152 19.12.2006
Tablets 40 mg hydrochloridum Latvia SIA, Latvija Iidzeklis
No-spa 40 mg tabletes
Tabletes pa 40 mg
37 Femoden 75/30 micrograms film- Ethinylestradiolum, Bayer Schering pretapauglosana GO3AA10 97-0161 06.11.2002 Pr.
coated tablets Gestodenum Pharma AG, Vacija s lidzeklis
Film-coated tablets
Femoden 75/30 mikrogramu
apvalkotas tabletes
Apvalkotas tabletes
38 No-spa forte 80 mg tabletes Drotaverini Sanofi-aventis spazmolitisks ~ A03AD02 99-0157 13.02.2004 Pr.
Tablets 80 mg hydrochloridum Latvia SIA, Latvija lidzeklis
No-spa forte 80 mg tabletes
Tabletes pa 80 mg
ZV A Humano zalu
registracijas
komisijas
priekSsedetajs

profesors 1. Purvins



