Latvijas Zalu registra labojumi

Rikojuma Nr.2-20/116 pielikums Nr.3-1

Ce o e co o o Izplatr-
Zalu nosaukums, forma un Starptautiskais Informacija par Reg1§tr?c1jas Farmakotera- Reg_l_stra- Procediiras Reg_l_stra- Sanas
N.p.k. . . - apliecibas e ATK kods| cijas cijas _
dozéjums nosaukums iepakojumu . peitiska grupa numurs nosaci-
ipasnieks, valsts numurs datums jumi
1 2 3 4 5 6 7 8 9 10 11
Registracijas apliecibas
ipaSnieka maina
1 Gadovist 1.0 mmol/ml solution  Gadobutrolum 20 ml Ciklo-olefina Bayer AG, kontrastviela, V0O8CA09 02-0070 27.02.2007 Pr.

for injections

Solution for injection, 1.0
mmol/ml

Gadovist 1,0 mmol/ml $kidums
injekcijam

Skidums injekcijam, 1,0 mmol/ml

poliméra pilnslirce Vacija
N1, N5

10 ml Ciklo-olefina
poliméra pilnslirce
N1, N5

7,5 ml Stikla
pilnslirce N5, N1

5 ml Stikla
pilnslirce N1, N5

15 ml Ciklo-olefina
poliméra kartridzs
N1, N5

30 ml Stikla flakons
N1, N10

30 ml Ciklo-olefina
poliméra kartridzs
N1, N5

20 ml Ciklo-olefina
poliméra kartridzs
N1, N5

15 ml Stikla flakons
N1, N10

65 ml Stikla pudele
N1, N10

20 ml Stikla
pilnslirce N1, N5
7,5 ml Stikla
flakons N1, N10

diagnostikas
I1dzeklis
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Jauna iepakojuma pievienosana

Volulyte 6% solution for
infusion

Solution for infusion, 6%
Volulyte 6% skidums infuzijam
Skidums infiizijam, 6%

Poly(O-2-
hydroxyethyl)
amylum, Natrii
acetas trihydricus,
Natrii chloridum,
Kalii chloridum,
Magnesii chloridum
hexahydricum

5 ml Ciklo-olefina
polimera pilnslirce
N1, N5

2 ml Stikla flakons
N1, N3

15 ml Stikla
pilnslirce N1, N5
10 ml Stikla
pilnslirce N1, N5
7,5 ml Ciklo-olefina
poliméra pilnslirce
N1, N5

15 ml Ciklo-olefina
poliméra pilnslirce
N1, N5

250 ml Stikla
pudele N1, N10
250 ml Polietiléna
pudele N1, N10,
N20, N30

500 ml Poliolefina
maiss N1, N15,
N20

500 ml Polietiléna
pudele N1, N10,
N20

250 ml Poliolefina
maiss N1, N20,
N30, N35, N40
500 ml Stikla
pudele N1, N10

Fresenius Kabi
Deutschland
GmbH, Vacija

plazmas
aizvietotajs

BO5AAOQ07 08-0103 DE/H/0619/001 01.08.2017 Pr.
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Zalu nosaukuma un
registracijas apliecibas ipasnieka

maina
3 Bisoprolol/Acetylsalicylic acid  Bisoprololi fumaras, PVH/PHTFE/PVH/ Sandoz d.d., beta CO7FX04 11-0140 UK/H/3451/00 20.12.2016 Pr.
Sandoz 10 mg/75 mg capsules,  Acidum AL blisteris N7, Sloveénija adrenoblokators, 2
hard acetylsalicylicum N10, N14, N20, kombinacijas
Hard capsules, 10 mg/75 mg N28, N30, N50,
Bisoprolol/Acetylsalicylic acid N56, N84, N98,
Sandoz 10 mg/75 mg cietas N100
kapsulas

Cietas kapsulas, 10 mg/75 mg

4 Bisoprolol/Acetylsalicylic acid  Bisoprololi fumaras, PVH/PHTFE/PVH/ Sandoz d.d., beta CO7FX04 11-0141 UK/H/3451/00 20.12.2016 Pr.
Sandoz 5 mg/75 mg capsules, Acidum AL blisteris N7, Slovénija adrenoblokators, 1
hard acetylsalicylicum N10, N14, N20, kombinacijas
Hard capsules, 5 mg/75 mg N28, N30, N50,
Bisoprolol/Acetylsalicylic acid N56, N84, N98,
Sandoz 5 mg/75 mg cietas N100
kapsulas

Cietas kapsulas, 5 mg/75 mg

5 Bisoprolol/Acetylsalicylic acid  Bisoprololi fumaras, PVH/PHTFE/PVH/ Sandoz d.d., beta CO07FX04 15-0144 UK/H/3451/00 13.07.2015 Pr.
Sandoz 5 mg/100 mg capsules,  Acidum AL blisteris N7, Slovénija adrenoblokators, 3
hard acetylsalicylicum N10, N14, N20, kombinacijas
Capsules, hard, 5 mg/100 mg N28, N30, N50,
Bisoprolol/Acetylsalicylic acid N56, N84, N98,
Sandoz 5 mg/100 mg cietas N100
kapsulas

Cietas kapsulas, 5 mg/100 mg
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6 Bisoprolol/Acetylsalicylic acid  Bisoprololi fumaras, PVH/PHTFE/PVH/ Sandoz d.d., beta CO7FX04 15-0145 UK/H/3451/00 13.07.2015 Pr.

Sandoz 10 mg/100 mg capsules, Acidum AL blisteris N7, Slovénija adrenoblokators, 4

hard acetylsalicylicum N10, N14, N20, kombinacijas

Capsules, hard, 10 mg/100 mg N28, N30, N50,

Bisoprolol/Acetylsalicylic acid N56, N84, N98,

Sandoz 10 mg/100 mg cietas N100

kapsulas

Cietas kapsulas, 10 mg/100 mg

Zalu nosaukuma maina

Sinzyl 0.5 mg/ml nasal spray, Xylometazolini Polietiléna pudele  Stada pretiesnu lidzeklis ROLAAQ7 17-0048 DE/H/4485/001 15.02.2017 Bez

solution

Nasal spray, solution, 0.5 mg/ml
Sinzyl 0,5 mg/ml deguna
aerosols, Skidums

Deguna aerosols, skidums, 0,5
mg/ml

hydrochloridum

Xylometazolini
hydrochloridum

Sinzyl 1 mg/ml nasal spray,
solution

Nasal spray, solution, 1 mg/ml
Sinzyl 1 mg/ml deguna aerosols,
Skidums

Deguna aerosols, skidums, 1
mg/ml

Zalu registracijas departamenta
vaditaja M.Emersone

N1

5 mg/10 ml
Polietiléna pudele
N1

Polietiléna pudele
N1
10 mg/10 mi

Polietilena pudelite

N1

Arzneimittel AG,
Vacija

Stada
Arzneimittel AG,
Vacija

receptes

DE/H/4485/002 15.02.2017 Bez
receptes

pretiesnu lidzeklis RO1AAQ7 17-0049



