Latvijas Zalu registra labojumi

Rikojuma Nr.2-20/78 pielikums Nr.3-1

I coo e Izplatr-
Zalu nosaukums, Starptautiskais Informacija par Reglﬁtra_olcqas Farmakotera- Reg.l_stra- Procediiras Reg'l_stra- Sanas
N.p.k. . . - apliecibas e r ATK kods cijas cijas _
forma un doz&jums nosaukums iepakojumu . peitiska grupa numurs nosaci-
ipasnieks, valsts numurs datums jumi
1 2 3 4 5 6 7 8 9 10 11
Zalu nosaukuma un
registracijas apliecibas
ipasnieka maina
1 Arzip 500 mg film- Mycophenolas PVH/PVDH Zentiva k.s., imiinsupresants LO4AA06 09-0094 CZ/H/0153/001  26.03.2009 Pr.
coated tablets mofetil aluminija blisteris Cehija
Film-coated tablets, 500 N50
mg
Arzip 500 mg
apvalkotas tabletes
Apvalkotas tabletes, 500
mg
Registracijas apliecibas
ipasnieka maina
2 Elidel 10 mg/g cream  Pimecrolimus 5 g Aluminija tiba  Meda Pharma dermatologisks D11AHO02 02-0184 DK/H/0339/001  20.11.2006 Pr.
Cream, 10 mg/g N1 SIA, Latvija lidzeklis
Elidel 10 mg/g kréms 15 g Aluminija tiba
Kréms, 10 mg/g N1
30 g Aluminija tiba
N1
60 g Aluminija tiba
N1
100 g Aluminija ttba
N1
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3 Gambrosol trio 10 Glucosum, Natrii 2000 ml PVH maissar - Fresenius peritonealas B0O5DB 03-0100 14.07.2008 Pr.
solution for peritoneal chloridum, Calcii ~ Sistemu System 10 N4 njodical Care dializes $kidums ~ BOSDA

dialysis chloridum, Magnesii
Solution for peritoneal  chloridum, Natrii
dialysis lactas

Gambrosol trio 10
Skidums peritonealai
dializei

Skidums peritonealai
dializei

3000 ml PVH dubultmaiss
ar katetru (Gemini 100) Deutschland
N3 GmbH, Vacija
3000 ml PVH maiss ar
sistému (System 10) N3
5000 ml PVH maiss ar
sistému (System 10) N2
2000 ml PVH maiss ar
katetru (System 100) N4
2500 ml PVH dubultmaiss
ar katetru (Gemini 100)
N4

3000 ml PVH maiss ar
katetru (System 100) N3
2500 ml PVH maiss ar
sisttmu (System 10) N4
3000 ml PVH dubultmaiss
ar sistému (Gemini 10) N3
2000 ml PVH dubultmaiss
ar katetru (Gemini 100)
N4

2500 ml PVH maiss ar
katetru (System 100) N4
2000 ml PVH dubultmaiss
ar sistému (Gemini 10) N4
2500 ml PVH dubultmaiss
ar sistému (Gemini 10) N4
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Gambrosol trio 40 Glucosum, Natrii
solution for peritoneal chloridum, Calcii
dialysis chloridum, Magnesii
Solution for peritoneal  chloridum, Natrii
dialysis lactas

Gambrosol trio 40

Skidums peritonealai

dializei

Skidums peritonealai

dializei

Vancosan 1000 mg
powder for solution
for infusion

Powder for solution for
infusion, 1000 mg
Vancosan 1000 mg
pulveris infuziju
Skiduma
pagatavoSanai
Pulveris infiziju
Skiduma pagatavosanai,
1000 mg

Vancomycinum

2000 ml PVH maiss ar sistému Fresenius peritoneﬁlﬁs

(System 10) N4 . .- -
3000 ml PVH dubultmaiss ar  Mi€dical Care dializes $kidums

katetru (Gemini 100) N3 Deutschland
3000 ml PVH maiss ar sistému =0
(System 10) N3 GmbH, Vacija
5000 ml PVH maiss ar sistému

(System 10) N2

2500 ml PVH dubultmaiss ar

katetru (Gemini 100) N4

2000 ml PVH maiss ar katetru

(System 100) N4

3000 ml PVH maiss ar katetru

(System 100) N3

2500 ml PVH maiss ar sistému

(System 10) N4

3000 ml PVH dubultmaiss ar

sistému (Gemini 10) N3

2000 ml PVH dubultmaiss ar

katetru (Gemini 100) N4

2500 ml PVH maiss ar katetru

(System 100) N4

2000 ml PVH dubultmaiss ar

sistému (Gemini 10) N4

2500 ml PVH dubultmaiss ar

sistému (Gemini 10) N4

Stikla flakons N1, MIP Pharma
N5 GmbH, Vacija

antibakterials
I1dzeklis

B0O5DB
BO5DA

JO1XAO01

03-0101

11-0190

14.07.2008 Pr.

SE/H/0975/001  24.05.2011 Pr.
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6 Vancosan 500 mg Vancomycinum Stikla flakons N1, MIP Pharma antibakterials JO1XAO01 11-0191 SE/H/0975/001 24.05.2011 Pr.
powder for solution N5 GmbH, Vacija lidzeklis

for infusion

Powder for solution for
infusion, 500 mg
Vancosan 500 mg
pulveris infuiziju
Skiduma
pagatavoSanai
Pulveris infuziju
$kiduma pagatavoS$anai,
500 mg
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Jauna iepakojuma
pievienosana

7 Efexor XR 75 mg Venlafaxinum PVH/Aclar/Al Pfizer Europe antidepresants NO6AX16 00-0032 SE/H/0936/002  01.02.2011 Pr.
prolonged-release blisteris N7, N10, MA EEIG,
capsules, hard N15, N20, N30, Lielbritanija
Prolonged release N50, N56, N60,

capsules, hard, 75 mg
Efexor XR 75 mg
ilgstosas darbibas
cietas kapsulas
Ilgstosas darbibas cietas
kapsulas, 75 mg

N100, N500 (10x50),
N1000 (10x100)
Aclar/Al blisteris
N28, N14, N98
PVH/AI vienas devas
blisteris N14, N28,
N84, N100 ABPE
pudele N14, N20,
N50, N100, N500,
N1000

PVH/AI blisteris
N14, N28, N98, N7,
N10, N15, N20,
N30, N50, N56,

N60, N100, N500
(10x50), N1000
(10x100)
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8 Efexor XR 150 mg Venlafaxinum PVH/Aclar/Al Pfizer Europe antidepresants NO6AX16 00-0033 SE/H/0936/003  01.02.2011 Pr.
prolonged-release blisteris N7, N10, MA EEIG,
capsules, hard N15, N20, N30, Lielbritanija
Prolonged release N50, N56, N60,

capsules, hard, 150 mg
Efexor XR 150 mg
ilgstosas darbibas
cietas kapsulas
Ilgstosas darbibas cietas
kapsulas, 150 mg

N100, N500 (10x50),
N1000 (10x100)
PVH/AI blisteris
N14, N28, N98, N7,
N10, N15, N20,
N30, N50, N56,
N60, N100, N500
(10x50), N1000
(10x100)

Aclar/Al blisteris
N28, N14, N98
ABPE pudele N14,
N20, N50, N100,
N500, N1000
PVH/AI vienas devas
blisteris N14, N28,
N84, N100
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Efexor XR 37,5 mg Venlafaxinum
prolonged-release

capsules, hard

Prolonged release

capsules, hard, 37,5 mg

Efexor XR 37,5 mg

ilgstosas darbibas

cietas kapsulas

Ilgstosas darbibas cietas

kapsulas, 37,5 mg

PVH/AI blisteris Pfizer Europe antidepresants
N10, N30, N60, N7, MA EEIG,
N14, N20, N21, Lielbritanija
N28, N35, N50,

N100, N70 (10x7),

N70 (1x70)

PVH/AI vienas devas

blisteris N14, N28,

N84, N100

PVH/Aclar/Al

blisteris N7, N14,

N20, N21, N28,

N35, N50, N100,

N70 (1x70), N70

(10x7)

Aclar/Al blisteris

N10, N30, N60

ABPE pudele N7,

N14, N20, N21,

N35, N50, N100,

N70

NO6AX16 00-1171

SE/H/0936/001  01.02.2011 Pr.
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10 Docetaxel Ebewe 10 ~ Docetaxelum 8 ml Stikla flakons ~ Ebewe Pharma  onkologisks LO1CDO02 10-0171 AT/H/0254/001  30.04.2010 FPr.
mg/ml concentrate for N1, N5, N10 Ges.m.b.H lidzeklis
solution for infusion Nfg.KG, Austrija

Concentrate for solution
for infusion, 80 mg/8 ml
Docetaxel Ebewe 10
mg/ml koncentrats
infaziju Skiduma
pagatavosanai
Koncentrats infuziju
$kiduma pagatavoS$anai,

80 mg/8 ml
11 Oxaliplatin Ebewe 5  Oxaliplatinum 10 ml Stikla flakons Ebewe Pharma  onkologisks LO1XA03 11-0065 AT/H/0341/001 10.03.2011 Pr.
mg/ml concentrate for N1, N5, N10 Ges.m.b.H lidzeklis
solution for infusion 30 ml Stikla flakons Nfg.KG, Austrija
Concentrate for solution N1
for infusion, 5 mg/ml 40 ml Stikla flakons
Oxaliplatin Ebewe 5 N1
mg/ml koncentrats 20 ml Stikla flakons
infuziju Skiduma N1
pagatavoSanai

Koncentrats infuziju
Skiduma pagatavosanai,
5 mg/ml
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Sodium Chloride Natrii chloridum
Fresenius 0,9 %

solution for infusion

Solution for infusion,

0,9%

Sodium Chloride

Fresenius 0,9 %

Skidums infuizijam

Sl,ddums infuzijam, 0,9

%

250 ml Polietiléna pudele  Fresenius Kabi  $kidums infazijam
ar EuroCaps tipa aizbazni Polska Sp.z.0.0.,

N20 .

250 ml Freeflex poliefina POIIJa
maiss N30

250 ml Polietiléna pudele
N22

100 ml Stikla pudele N20
100 ml Polietiléna pudele
ar EuroCaps tipa aizbazni
N40

500 ml Polietiléna pudele
ar EuroCaps tipa aizbazni
N20

500 ml Freeflex poliefina
maiss N20

1000 ml Freeflex poliefina
maiss N10

1000 ml Polietiléna pudele
ar EuroCaps tipa aizbazni
N10

500 ml Polietiléna pudele
N22

100 ml Freeflex poliefina
maiss N50

50 ml Freeflex poliefina
maiss N60

1000 ml Polipropiléna
maiss N10

BO5XA03

96-0312

31.10.2007 Pr.
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lepakojuma veida
maina
13 Abaran 10 mg film- Atorvastatini calcium ABPE pudele N7, Ranbaxy UK hipolipidemizgjoss C10AA05 10-0014 DK/H/1216/001 25.01.2010 FPr.
coated tablets N10, N14, N20, Ltd., Lielbritanija lidzeklis
Film-coated tablets, 10 N28, N30, N56,
mg N98, N100
Abaran 10 mg PA/AI/PE/desikants/
apvalkotas tabletes ABPE//Al/PE
Apvalkotas tabletes, 10 blisteris N7, N10,
mg N14, N20, N28,
N30, N56, N98,
N100
14 Abaran 20 mg film- Atorvastatini calcium ABPE pudele N7, Ranbaxy UK hipolipidémizgjoss C10AA05 10-0015 DK/H/1216/002 25.01.2010 FPr.
coated tablets N10, N14, N20, Ltd., Lielbritanija lidzeklis
Film-coated tablets, 20 N28, N30, N56,
mg N98, N100
Abaran 20 mg PAJAI/PE/desikants/
apvalkotas tabletes ABPE//Al/PE
Apvalkotas tabletes, 20 blisteris N7, N10,
mg N14, N20, N28,
N30, N56, N98,
N100
15 Abaran 40 mg film- Atorvastatini calcium ABPE pudele N7, Ranbaxy UK hipolipidémizgjoss C10AA05 10-0016 DK/H/1216/003  25.01.2010 Pr.

coated tablets
Film-coated tablets, 40
mg

Abaran 40 mg
apvalkotas tabletes
Apvalkotas tabletes, 40
mg

N10, N14, N20,
N28, N30, N56,
N98, N100
PA/AI/PE/desikants/
ABPE//AI/PE
blisteris N7, N10,
N14, N20, N28,
N30, N56, N98,
N100

Ltd., Lielbritanija lidzeklis

10
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16 Abaran 80 mg film- Atorvastatini calcium PA/AI/PE/desikants/ Ranbaxy UK hipolipidémizgjoss C10AA05 10-0017 DK/H/1216/004 25.01.2010 Pr.
coated tablets ABPE//AI/PE Ltd., Lielbritanija lidzeklis
Film-coated tablets, 80 blisteris N7, N10,
mg N14, N20, N28,
Abaran 80 mg N30, N56, N98§,
apvalkotas tabletes N100
Apvalkotas tabletes, 80 ABPE pudele N7,
mg N10, N14, N20,
N28, N30, N56,
N98, N100

Zalu registracijas
numuru apvienosana

17 PAMITOR 15 mg/ml  Dinatrii pamidronas 1 ml Ampula N1, N4 Torrex Chiesi pretaudz&ju MO5BA03 03-0328 24.10.2008 Pr.
concentrate for 6 ml Ampula N1, N4 Pharma GmbH,  lidzeklis
solution for infusion 4 ml Ampula N1, N4 Austrija
Concentrate for solution 2 ml Ampula N1,
for infusion, 15 mg/ml N2, N4

PAMITOR 15 mg/mi
koncentrats infaziju
$kiduma
pagatavoSanai
Koncentrats infiiziju
skiduma pagatavosanai,
15 mg/ml

11
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Paclitaxel-Teva 6 Paclitaxelum
mg/ml concentrate for
solution for infusion,
30 mg/5 ml
Concentrate for solution
for infusion, 6 mg/ml
Paclitaxel-Teva 6
mg/ml koncentrats
infiiziju Skiduma
pagatavosanai, 30
mg/5 mi

Koncentrats infuziju
$kiduma pagatavoS$anai,
6 mg/ml

Leucovorin-Teva 10  Calcii folinas
mg/ml solution for

injection

Solution for injection,

10 mg/ml

Leucovorin-Teva 10

mg/ml §kidums

injekcijam

Skidums injekcijam, 10

mg/ml

50 ml Flakons N1 Pharmachemie  onkologisks
16,7 ml Flakons N1 B.V., Niderlande lidzeklis
5 ml Flakons N1

10 ml Stikla flakons Teva Pharma detoksikacijas
N1 B.V., Niderlande Iidzeklis

5 ml Stikla flakons pretaudz&ju
N1 terapija

12

L01CDO01 05-0316

VO3AF03 99-0863

NL/H/0604/001

03.08.2009 FPr.

22.10.2010 Pr.
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20 Docetaxel Ebewe 10  Docetaxelum 2 ml Stikla flakons ~ Ebewe Pharma  onkologisks LO1CDO02 10-0170 AT/H/0254/001  30.04.2010 Pr.
mg/ml concentrate for N1, N5, N10 Ges.m.b.H lidzeklis
solution for infusion 8 ml Stikla flakons  Nfg.KG, Austrija
Concentrate for solution N1, N5, N10
for infusion, 10 mg/ml 16 ml Stikla flakons
Docetaxel Ebewe 10 N1, N5, N10

mg/ml koncentrats
infiiziju Skiduma
pagatavosSanai
Koncentrats infiiziju
skiduma pagatavoSanai,
10 mg/ml

13
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Klidas labojums
aktivas vielas
nosaukuma
21 Kliogest 2 mg/1 mg Estradiolum, Kalendarveida Novo Nordisk hormonaizstajterap GO3FAQ01 05-0411 DK/H/0102/001  05.07.2006 Pr.
film-coated tablets Norethisteroni acetas iepakojums N28, A/S, Danija ijas lidzeklis
Film-coated tablets, 2 N84 (3%28)
mg/1 mg
Kliogest 2 mg/1 mg
apvalkotas tabletes
Apvalkotas tabletes, 2
mg/1 mg
ZV A Humano zalu
registracijas
komisijas
priekssedetajs
profesors
I. Purvins

14



