Latvijas Zalu registra labojumi

Rikojuma Nr.5 pielikums Nr.3-1

Registracijas Registra- | Registra- Izplati-
N.p.| Zalu nosaukums, forma un Starptautiskais . Farmakotera- ATK e e Sanas
. apliecibas e 1 = cijas cijas -
k. dozéjums nosaukums oy peitiska grupa kods nosaci-
Ipasnieks, valsts numurs | datums . .
jumi
1 2 3 4 5 6 7 8 9
Registracijas apliectbas ipasnieka
nosaukuma maina
1 Climara 50 mikrogramu/24 Estradiolum Bayer Schering  hormonu GO03CA03 99-0016 09.03.2004 Pr.
stundas transdermals plaksteris Pharma AG, aizstajterapijas
Transdermal patch 3,8 mg Vacija lidzeklis
Climara 50 mikrogramu/24
stundas transdermals plaksteris
Transdermals plaksteris 3,8 mg
2 Fludara Fludarabini Bayer Schering  pretaudzgju LOIBBO0O5S 00-0346 13.05.2005 Pr.
Powder for sol. for inj. or inf. after phosphas Pharma AG, lidzeklis
reconstit. 50 mg Vacija
Fludara
Pulveris injekciju vai infuziju
Skiduma pagatavoSanai 50 mg
3 Kliane 2 mg/1 mg film-coated  Noethisteroni Bayer Schering  hormonaizstajtera GO3FAO1 00-1227  19.12.2005 Pr.
tablets acetas, Estradioli Pharma AG, pijas lidzeklis
Film-coated tablets 2 mg/1 mg hemihydricum Vacija

Kliane 2 mg/1 mg apvalkotas
tabletes

Apvalkotas tabletes pa 2 mg/1 mg




Latvijas Zalu registra labojumi Rikojuma Nr.5 pielikums Nr.3-1

L1 ] 2 | 3 | 4 | 5 | 6 | 7 | 8 | 9 |
4 Mirelle 60/15 micrograms film- Gestodenum, Bayer Schering  pretapauglosanas GO3AA10 02-0068 24.01.2007 Pr.
coated tablets Ethinylestradiolum Pharma AG, lidzeklis
Coated tablets 60/15 micrograms Vacija

Mirelle 60/15 mikrogramu
apvalkotas tabletes
Apvalkotas tabletes pa 60/15

mikrogramiem
5 Gadovist 1,0 mmol/ml solution  Gadobutrolum Bayer Schering  diagnostisks VO8CA09 02-0070 27.02.2007 Pr.
for injections Pharma AG, lidzeklis
Solution for injection 1,0 mmol/ml Vacija
Gadovist 1,0 mmol/ml $kidums
injekcijam
Skidums injekcijam 1,0 mmol/ml
6 Fludara oral Fludarabini Bayer Schering  pretaudzeju LO1BB0O5S 03-0260 11.07.2003 Pr.
Film-coated tablets 10 mg phosphas Pharma AG, lidzeklis
Fludara oral Vacija
Apvalkotas tabletes pa 10 mg
7 Diane 35 micrograms/2000 Ethinylestradiolum Bayer Schering  pretapauglosanas GO3HBO1 94-0169 08.03.2005 Pr.
micrograms film-coated tablets , Cyproteroni Pharma AG, lidzeklis
Coated tablets acetas Vacija

Diane 35 mikrogramu/2000
mikrogramu apvalkotas tabletes
Apvalkotas tabletes

8 Triquilar coated tablets Levonorgestrelum, Bayer Schering  pretapauglosanas G03AA07 94-0171 03.02.2005 Pr.
Coated tablets Ethinylestradiolum Pharma AG, lidzeklis
Trikvilars apvalkotas tabletes Vacija

Apvalkotas tabletes
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9 Urografin 60 % solution for Natrium Bayer Schering  diagnostisks VOSA 96-0116  22.05.2006 Pr.

injection and infusion amidotrizoicum, Pharma AG, Iidzeklis
Solution for injection and infusion Megluminum Vacija
60 % amidotrizoicum
Urografin 60 % skidums
injekcijam un infuzijam
Skidums injekcijam un infizijam
60 %

10 Urografin 76 % solution for Natrium Bayer Schering  diagnostisks VOSA 96-0117 22.05.2006 Pr.
injection and infusion amidotrizoicum, Pharma AG, Iidzeklis
Solution for injection and infusion Megluminum Vacija
76 % amidotrizoicum
Urografin 76 % skidums
injekcijam un infuzijam
Skidums injekcijam un infizijam
76 %

11 Ultravist-300 solution for Iopromidum Bayer Schering  diagnostisks VOSABO5 96-0119 28.04.2006 Pr.
injection and infusion Pharma AG, lidzeklis
Solution for injection and infusion Vacija
Ultravist-300 §kidums
injekcijam un infuzijam
Skidums injekcijam un infizijam

12 Ultravist-370 solution for Iopromidum Bayer Schering  diagnostisks VOSABO5 96-0120 28.04.2006 Pr.
injection and infusion Pharma AG, lidzeklis
Solution for injection and infusion Vacija

Ultravist-370 §kidums
injekcijam un infuzijam
Skidums injekcijam un infizijam
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13 Magnevist Dimegluminum  Bayer Schering  diagnostisks VOSCAO1 98-0027 14.04.2003 Pr.
Solution for injection 0,5 mmol/ mlgadopentetatum  Pharma AG, lidzeklis
Magnevists Vacija

Skidums injekcijam 0,5 mmol/ ml
14 Logest 75 mikrogramu/20

mikrogramu apvalkotas tabletes

Coated tablets

Logest 75 mikrogramu/20

mikrogramu apvalkotas tabletes

Apvalkotas tabletes

15 Climen
Coated tablets
Klimens
Apvalkotas tabletes
16 Persen
Coated tablets
Persens
Apvalkotas tabletes

17 Persen forte
Hard capsules
Persens forte
Cietas kapsulas

Ethinylestradiolum Bayer Schering

, Gestodenum Pharma AG,
Vacija

Estradiolum, Bayer Schering

Cyproteronum Pharma AG,
Vacija

Extractum Sandoz d.d.,

Valerianae, Slovénija

Extractum

Menthae,

Extractum

Melissae

Extractum Sandoz d.d.,

Menthae, Slovénija

Extractum

Melissae,

Extractum

Valerianae

pretapauglosanas GO3AA10 98-0525
lidzeklis

hormonaizstajtera GO3CAS3 98-0785
pijas lidzeklis

nomierinoss NO5SCMO09 98-0710
[1dzeklis
nomierinoss NO5SCMO09 98-0711
[idzeklis

24.10.2003 Pr.

18.12.2003 Pr.

20.04.2004

20.04.2004
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18 Lisinopril/Hydrochlorothiazide- Lisinoprilum, Teva Pharma AKE inhibitors, C09BA03 05-0440 28.10.2005 Pr.
Teva 10 mg/12,5 mg tablets Hydrochlorothiazid B.V., Niderlande diurétisks
Tablets 10 mg/12,5 mg um lidzeklis
Lisinopril/Hydrochlorothiazide-
Teva 10 mg/12,5 mg tabletes
Tabletes pa 10 mg/12,5 mg

19 Lisinopril/Hydrochlorothiazide- Lisinoprilum, Teva Pharma AKE inhibitors, C09BA03 05-0441 28.10.2005 Pr.
Teva 20 mg/12,5 mg tablets Hydrochlorothiazid B.V., Niderlande diurétisks
Tablets 20 mg/12,5 mg um lidzeklis
Lisinopril/Hydrochlorothiazide-
Teva 20 mg/12,5 mg tabletes
Tabletes pa 20 mg/12,5 mg

20 Meloxicam-Teva 7,5 mg tablets Meloxicamum Teva Pharma nesteroids MO1ACO06 06-0005 02.02.2006 Pr.
Tablets 7,5 mg B.V., Niderlande pretiekaisuma
Meloxicam-Teva 7,5 mg tabletes lidzeklis
Tabletes pa 7,5 mg

21 Meloxicam-Teva 15 mg tablets Meloxicamum Teva Pharma nesteroids MO1AC06 06-0006 02.02.2006 Pr.
Tablets 15 mg B.V., Niderlande pretiekaisuma
Meloxicam-Teva 15 mg tabletes lidzeklis
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22 Loseprazol 20 mg Omeprazolum PRO.MED.CS pretcilas lidzeklis AO2BCO1 04-0077  09.03.2004 Pr.
Capsules 20 mg Praha a.s., Cehija
Loseprazols 20 mg
Kapsulas pa 20 mg

Zalu nosaukuma un registracijas
apliecibas ipasnieka maina

23 Nigepan suppositories Heparinum, UAB "Stada - antithemoroidals CO05AX03 03-0288 11.07.2003
Rectal suppositories Benzocainum Nizpharm - lidzeklis
Nigepan supozitoriji Baltijja", Lietuva
Rektalie supozitoriji
24 Tetracyclin Nizhpharm 3 % Tetracyclini UAB "Stada - antibakterials D06AA0O4 00-0632 19.10.2005 Pr.
ointment hydrochloridum  Nizpharm - lidzeklis
Ointment 30 mg/g Baltijja", Lietuva
Tetracyclin Nizhpharm 3 %
ziede
Ziede 30 mg/g
25 Dalacin C 150 mg capsules Clindamycinum  Pfizer Europe MA antibiotisks JOIFFO1  98-0397 14.11.2003 Pr.
Capsules 150 mg EEIG, lidzeklis
Dalacin C 150 mg kapsulas Lielbritanija
Kapsulas pa 150 mg
26 Dalacin C 300 mg capsules Clindamycinum  Pfizer Europe MA antibiotisks JOIFFO1  98-0398 14.11.2003 Pr.
Capsules 300 mg EEIG, lidzeklis
Dalacin C 300 mg kapsulas Lielbritanija
Kapsulas pa 300 mg
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27 Halcion 0,125 mg tablets Triazolamum Pfizer Europe MA miega Iidzeklis  NO5CDO05 00-0921  19.10.2005 Pr.III
Tablets 0,125 mg EEIG,
Halcion 0,125 mg tabletes Lielbritanija

Tabletes pa 0,125 mg

Zalu nosaukuma un registracijas
apliecibas ipasnieka nosaukuma

maina
28 Rovamycine 1,5 M.I.U.coated  Spiramycinum Sanofi-aventis antibiotisks JOIFA02 98-0282 11.07.2003 Pr.
tablets Latvia SIA, Iidzeklis
Lactab (film-coated tablets) 1,5 Latvija
M.LU.

Rovamycine 1,5
M.S.V.apvalkotas tabletes
Apvalkotas tabletes pa 1,5 M.S.V.

29 Rovamycine 3 M.I.U.coated Spiramycinum Sanofi-aventis antibiotisks JOIFA02 98-0284 11.07.2003 Pr.
tablets Latvia SIA, Iidzeklis
Coated tablets 3 M.I.U. Latvija
Rovamycine 3 M.S.V.apvalkotas
tabletes

Apvalkotas tabletes pa 3 M.S.V.
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30 Cefuroxime 1A Pharma 125 mg Cefuroximum 1A Pharma antibiotisks JOIDCO02 06-0251 20.11.2006 Pr.
coated tablets GmbH, Vacija lidzeklis

Coated tablets 125 mg
Cefuroxime 1A Pharma 125 mg
apvalkotas tabletes

Apvalkotas tabletes pa 125 mg

31 Cefuroxime 1A Pharma 250 mg Cefuroximum 1A Pharma antibiotisks JOIDCO02 06-0252 20.11.2006 Pr.
coated tablets GmbH, Vacija lidzeklis
Coated tablets 250 mg

Cefuroxime 1A Pharma 250 mg
apvalkotas tabletes
Apvalkotas tabletes pa 250 mg

32 Cefuroxime 1A Pharma 500 mg Cefuroximum 1A Pharma antibiotisks JOIDCO02 06-0253 20.11.2006 Pr.
coated tablets GmbH, Vacija lidzeklis
Coated tablets 500 mg

Cefuroxime 1A Pharma 500 mg
apvalkotas tabletes
Apvalkotas tabletes pa 500 mg

Zalu nosaukuma maina

33 Ftorafur 400 mg cietas kapsulas Tegafurum AS Grindeks, pretaudzgju LO1IBCO3 98-0258 19.05.2003 Pr.II onk.
Capsules, hard 400 mg Latvija lidzeklis
Ftorafur 400 mg cietas kapsulas
Cietas kapsulas pa 400 mg
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34 Raniberl 300 mg film-coated Ranitidini Berlin-Chemie  pretcilas lidzeklis AO2BA02 00-0099  03.02.2005 Pr.
tablets hydrochloridum  AG/ Menarini

Film-coated tablets 300 mg
Raniberl 300 mg apvalkotas
tabletes
Apvalkotas tabletes pa 300 mg
35 Finalgon 4 mg/25 mg/g ointment Nonivamidum,
Ointment Nicoboxilum
Finalgon 4 mg/25 mg/g ziede
Ziede

Tramadoli
hydrochloridum,
Paracetamolum

36 Zaldiar 37,5 mg/325 mg film-
coated tablets
Film-coated tablets 37,5 mg/325
mg
Zaldiar 37,5 mg/325 mg
apvalkotas tabletes
Apvalkotas tabletes pa 37,5
mg/325 mg

37 Ibuprofenum 300 mg capsules
Capsules 300 mg
Ibuprofenum 300 mg kapsulas
Kapsulas pa 300 mg

38 Dicloberl 100 mg suppositories
Suppositories 100 mg
Dicloberl 100 mg supozitoriji
Supozitoriji pa 100 mg

Ibuprofenum

Diclofenacum
natricum

Group, Vacija

Boehringer
Ingelheim
International
GmbH, Vacija

Grunenthal
GmbH, Vacija

Stirolbiofarm
Baltikum SIA,
Latvija

Berlin-Chemie
AG/ Menarini
Group, Vacija

kairinoss,

pretsapju lidzeklis

nenarkotisks
analgetisks
[idzeklis

nesteroids
pretiekaisuma
lidzeklis

nesteroids
pretiekaisuma
lidzeklis

MO2AX10

NO02AXS52

MO1AEO1

MO1ABOS5

96-0164

04-0185

03-0081

99-0013

05.07.2006

20.04.2004 Pr.III

17.03.2003

13.02.2004 Pr.
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39 Agnucaston 4 mg film-coated Extractum vitecis Bionorica AG, ginekologisks G02CX 99-0102  29.04.2004
tablets Agni casti Vacija lidzeklis
Coated tablets
Agnucaston 4 mg apvalkotas
tabletes
Apvalkotas tabletes
40 Agnucaston 2,4 mg/g oral drops, Extractum vitecis Bionorica AG, ginekologisks G02CX 99-0103  29.04.2004
solution Agni casti Vacija lidzeklis
Oral drops, solution
Agnucaston 2,4 mg/g pilieni
iekSkigai lietoSanai, Skidums
Pilieni iekskigai lietoSanai, Skidums
41 Olfen 75 mg/20 mg/2 ml solution Diclofenacum Mepha Lda., nesteroids MO1ABOS 93-0565 02.11.2004 Pr.
for injection natricum, Portugale pretiekaisuma
Solution for injection Lidocaini lidzeklis
Olfen 75 mg/20 mg/2 ml hydrochloridum
Skidums injekcijam
Skidums injekcijam
42 Zofistar 7,5 mg film-coated Zofenoprilum Berlin-Chemie = AKE inhibitors C09AA15 03-0029 12.02.2003 Pr.

tablets

Film-coated tablets 7,5 mg
Zofistar 7,5 mg apvalkotas
tabletes

Apvalkotas tabletes pa 7,5 mg

AG/ Menarini
Group, Vacija

10



Latvijas Zalu registra labojumi Rikojuma Nr.5 pielikums Nr.3-1

L1 ] 2 | 3 | 4 | 5 | 6 | 7 | 8 [ 9 |
43 Zofistar 30 mg film-coated Zofenoprilum Berlin-Chemie =~ AKE inhibitors  C09AA15 03-0030 12.02.2003 Pr.
tablets AG/ Menarini
Film-coated tablets 30 mg Group, Vacija
Zofistar 30 mg apvalkotas
tabletes

Apvalkotas tabletes pa 30 mg

Zalu nosaukuma maina un zalu
formas precizésana

44 Lanzul 30 mg gastro-resistant  Lansoprazolum  KRKA d.d., Novo pretclas Iidzeklis A02BC03 02-0244  05.08.2002 Pr.
hard capsules Mesto, Slovénija
Gastro-resistant hard capsules 30
mg
Lanzul 30 mg zarnas $kistosas
cietas kapsulas
Zarnas Skistosas cietas kapsulas pa
30 mg

11
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45 Olfen Depocaps SR 100 mg Diclofenacum Mepha Lda., nesteroids MO1ABO5 93-0566 02.11.2004 Pr.
prolonged-release capsules, hard natricum Portugale pretiekaisuma
Prolonged-release capsules, hard lidzeklis
100 mg
Olfen Depocaps SR 100 mg
ilgstosas darbibas cietas
kapsulas
Ilgstosas darbibas cietas kapsulas
pa 100 mg
46 Calcipotriol Sandoz 50 Calcipotriolum Sandoz d.d., antipsoriatisks DO5AX02 07-0115 24.04.2007 Pr.
micrograms/g ointment Slovénija lidzeklis

Ointment 50 micrograms/g
Calcipotriol Sandoz 50
mikrogrami/g ziede
Ziede 50 mikrogrami/g

ZV A Humano zalu
registracijas
komisijas
priekSsedetajs
profesors [.Purvins

12



