Latvijas Zalu registra labojumi

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

Ce o e coo o Izplatr-
Zalu nosaukums, Starptautiskais Informacija par Regl§tr?c1jas Farmakotera- Reg_l_stra- Procediiras Reg_l_stra- Sanas
N.p.k. . : - apliecibas I ATK kods cijas cijas _
forma un dozéjums nosaukums iepakojumu s 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 Levetiracetam Levetiracetamum 150 ml Stikla Synthon BV, pretepilepsijas NO3AX14 12-0220 PT/H/0498/005 31.08.2012 Pr.
Synthon 100 mg/mi pudele un §lirce (3 Niderlande lidzeklis /001
oral solution ml) peroralai
Oral solution, 100 ievadiSanai N1
mg/ml 300 ml Stikla
Levetiracetam pudele N1
Synthon 100 mg/ml 150 ml Stikla
Skidums iekSkigai pudele un slirce (1
lietosanai ml) peroralai
Skidums iekskigai ievadiSanai N1
lieto$anai, 100 mg/ml
2 Levetiracetam Levetiracetamum PVH/AI blisteris ~ Synthon BV, pretepilepsijas NO3AX14 12-0221 PT/H/0498/001 31.08.2012 Pr.
Synthon 250 mg film- N10 (1x10), N20  Niderlande lidzeklis /001

coated tablets
Film-coated tablets,
250 mg
Levetiracetam
Synthon 250 mg
apvalkotas tabletes
Apvalkotas tabletes,
250 mg

(2x10), N30 (3x10),
N50 (5x10), N60
(6x10), N100
(10x10), N120
(12x10), N200
(20x10)
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3 Levetiracetam Levetiracetamum PVH/AIl blisteris ~ Synthon BV, pretepilepsijas NO3AX14 12-0222 PT/H/0498/002 31.08.2012 Pr.
Synthon 500 mg film- N10 (1x10), N20  Niderlande lidzeklis /001
coated tablets (2x10), N30 (3x10),
Film-coated tablets, N50 (5x10), N60
500 mg (6x10), N100
Levetiracetam (10x10), N120
Synthon 500 mg (12x10), N200
apvalkotas tabletes (20x10)
Apvalkotas tabletes,
500 mg
4 Levetiracetam Levetiracetamum PVH/AIl blisteris ~ Synthon BV, pretepilepsijas NO3AX14 12-0223 PT/H/0498/003 31.08.2012 Pr.
Synthon 750 mg film- N10 (1x10), N20  Niderlande lidzeklis /001
coated tablets (2x10), N30 (3x10),
Film-coated tablets, N50 (5x10), N60
750 mg (6x10), N100
Levetiracetam (10x10), N120
Synthon 750 mg (12x10), N200
apvalkotas tabletes (20x10)
Apvalkotas tabletes,
750 mg
5 Levetiracetam Levetiracetamum PVH/AI blisteris ~ Synthon BV, pretepilepsijas NO3AX14 12-0224 PT/H/0498/004 31.08.2012 Pr.
Synthon 1000 mg film: N10 (1x10), N20  Niderlande lidzeklis /001

coated tablets
Film-coated tablets,
1000 mg
Levetiracetam
Synthon 1000 mg
apvalkotas tabletes
Apvalkotas tabletes,
1000 mg

(2x10), N30 (3x10),
N50 (5x10), N60
(6x10), N100
(10x10), N120
(12x10), N200
(20x10)
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Zalu nosaukuma,
registracijas
apliecibas ipasnieka
maina un jauna
iepakojuma
pievienosana
6 Oxybutynin Oxybutynini PVH/AI blisteris  Accord antiholinergisks G04BD04 12-0155  SE/H/1062/002 24.05.2012 Pr.
hydrochloride hydrochloridum N6, N20, N21, Healthcare lidzeklis
Accord 5 mg tablets N28, N30, N50, Limited,
Tablets, 5 mg N60, N84, N100,  Lielbritanija
Oxybutynin N56
hydrochloride PVH/PVDH
Accord 5 mg tabletes aluminija blisteris
Tabletes, 5 mg N6, N20, N21,
N28, N30, N50,
N60, N84, N100,
N56
Registracijas
apliecibas ipasnieka
maina
7 Sudroc 75 mg film-  Clopidogrelum OPAJ/AI/PVH/AI  KRKA, d.d., trombocTtu BO1AC04 10-0099 DK/H/1667/00 23.02.2010 Pr.
coated tablets blisteris N7, N14,  Novo mesto, agregacijas 1
Film-coated tablets, 75 N28, N30, N50, Slovénija inhibitors
mg N56, N60, N84,
Sudroc 75 mg N90, N100

apvalkotas tabletes
Apvalkotas tabletes, 75
mg



Latvijas Zalu registra labojumi

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

1

2 3

4 5

6 7 8

9 10

11

8

Licobondrat 150 mg Acidum
film-coated tablets ibandronicum
Film-coated tablets,

150 mg

Licobondrat 150 mg

apvalkotas tabletes

Apvalkotas tabletes,

150 mg

Jauna iepakojuma
pievienosana

Nebido 1000 mg/4 ml Testosteroni
solution for injection undecanoas
Solution for injection,

1000 mg/4 ml

Nebido 1000 mg/4 mi

skidums injekcijam

Skidums injekcijam,

1000 mg/4 ml

Aluminija blisteris Orivas UAB,
N1, N3 Lietuva

4 ml Stikla flakons Bayer Pharma
N1 AG, Vacija

4 ml Stikla ampula

N1

bifosfonati, MO5BA06 10-0519

kombinacijas

androgéns lidzeklis GO3BAO3 05-0141

NO/H/0167/00 22.10.2010 Pr.
1

FI/H/0313/001 02.02.2009 Pr.
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10 SmofKabiven L-Alaninum, L- 1970 ml Poliméra  Fresenius Kabi  parenteralas BO5BA10 08-0180 SE/H/0792/002 14.07.2008 Pr.
Electrolyte Free Argininum, maiss N1 AB, Zviedrija baro$anas lidzeklis
Central emulsion for Glycinum, L- 986 ml Poliméra
infusion Histidinum, L- maiss N1, N4
Emulsion for infusions isoleucinum, L- 2463 ml Poliméra
SmofKabiven Leucinum, L- maiss N1
Electrolyte Free Lysinum, L- 2463 ml Biofine
Central emulsija Methioninum, L- maiss N3
infiizijam Phenylalaninum, L- 1477 ml Poliméra
Emulsija infuzijam Prolinum, L- maiss N1, N4
Serinum, Taurinum, 2463 ml Excel
L-Threoninum, L-  maiss N2
Tryptophanum, L- 1970 ml Biofine
Tyrosinum, L- maiss N4
Valinum, Glucosum, 1970 ml Excel
Oleum Sojae, maiss N2
Triglycerides 493 ml Biofine
medium-chain, maiss N1, N6
Oleum olivae,

Oleum Jecoris
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Zalu registracijas
numuru apvienosana
un jaunu iepakojuma
pievienosana

11 Carboplatin Accord Carboplatinum
10 mg/ml concentrate
for solution for
infusion
Concentrate for
solution for infusion,
10 mg/ml
Carboplatin Accord
10 mg/ml koncentrats
infuziju Skiduma
pagatavosanai
Koncentrats infuziju
Skiduma
pagatavosanai, 10
mg/ml

45 ml Stikla flakons Accord

N1 Healthcare
5 ml Stikla flakons Limited,

N1 Lielbritanija
15 ml Stikla flakons

N1

60 ml Stikla flakons

N1

onkologisks
Iidzeklis

LO1XAQ02 09-0483

UK/H/1126/00 21.12.2009 Pr.
1
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12 Oxaliplatin Accord 5 Oxaliplatinum 40 ml Stikla flakons Accord onkologisks LO1XA03 10-0151 UK/H/1349/00 23.03.2010 Pr.
mg/ml concentrate N1 Healthcare lidzeklis 1
for solution for 20 ml Stikla flakons Limited,
infusion N1 Lielbritanija
Concentrate for 10 ml Stikla flakons
solution for infusion, 5 N1
mg/ml
Oxaliplatin Accord 5
mg/ml Koncentrats
infuziju Skiduma
pagatavosanai
Koncentrats infuziju
Skiduma
pagatavosanai, 5
mg/ml
13 Cytarabine Accord  Cytarabinum 5 ml Stikla flakons Accord citotoksisks L01BCO1 10-0187 UK/H/1641/00 30.04.2010 Pr.
100 mg/ml solution N1, N5 Healthcare lidzeklis 1
for injection or 1 ml Stikla flakons Limited,
infusion N1, N5 Lielbritanija

Solution for injection
or infusion, 100 mg/ml
Cytarabine Accord
100 mg/ml §kidums
injekcijam vai
infazijam

Skidums injekcijam
vai infuzijam, 100
mg/ml

20 ml Stikla flakons
N1
10 ml Stikla flakons
N1
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14 Paclitaxel Accord 6  Paclitaxelum 16,7 ml Stikla Accord onkologisks LO1CD01 10-0295 NL/H/1444/001 18.06.2010 Pr.

mg/ml concentrate flakons N1 Healthcare lidzeklis

for solution for 25 ml Stikla flakons Limited,

infusion N1 Lielbritanija

Concentrate for 100 ml Stikla

solution for infusion, 6 flakons N1

mg/ml 5 ml Stikla flakons

Paclitaxel Accord 6 N1

mg/ml koncentrits 50 ml Stikla flakons

infuziju Skiduma N1

pagatavosanai

Koncentrats infuziju

Skiduma

pagatavosanai, 6

mg/ml

ZV A Humano zalu

registracijas
komisijas

priekssedetajs
asociétais profesors
J. Pokrotnieks



