Latvijas Zalu registra labojumi

Rikojuma Nr.2-20/6 pielikums Nr.3-1

Ibuprofen Inteli 100
mg/5 ml suspensija
iekskigai lietoSanai
Suspensija iekskigai
lietos$anai, 20 mg/ml

2 Omeprazole Inteli 10
mg gastro-resistant
capsule, hard
Gastro-resistant capsule,
hard, 10 mg
Omeprazole Inteli 10
mg zarnas Skistosas
cietas kapsulas
Zarnas Skistosas cietas
kapsulas, 10 mg

Omeprazolum

OPA/AI/PVH//PET/ Inteli Generics

Al blisteris N14, Nord UAB,
N28 Lietuva
OPAJ/AI/PVH/AI

blisteris N14, N28
ABPE pudele N14,
N28

protonu sikna
inhibitors

A02BC01 13-0018

I co o .. . - | Izplati-
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 o . 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 Ibuprofen Inteli 100  Ibuprofenum 200 ml PET pudele Inteli Generics nesteroids MO1AEO1 13-0110 15.05.2013 Pr.
mg/5 ml oral N1 Nord UAB, pretiekaisuma
suspension Lietuva lidzeklis
Oral suspension, 20
mg/ml

13.02.2013 Pr.
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3 Omeprazole Inteli 20 Omeprazolum OPAJ/AI/PVHIIPET/ Inteli Generics protonu stikna A02BCO1 13-0019 13.02.2013 Pr.
mg gastro-resistant Al blisteris N14, Nord UAB, inhibitors
capsule, hard N28 Lietuva
Gastro-resistant capsule, ABPE pudele N14,
hard, 20 mg N28
Omeprazole Inteli 20 OPA/AI/PVH/AI
mg zarnas $kistosas blisteris N14, N28
cietas kapsulas
Zarnas $kistosas cietas
kapsulas, 20 mg
Registracijas apliecibas
ipasnieka maina
4 Binoda 150 mg film-  Capecitabinum PVH/PVDH Alfred E. onkologisks LO1BCO6 12-0201  BE/H/0201/001 08.08.2012 Pr.
coated tablets aluminija blisteris ~ Tiefenbacher lidzeklis
Film-coated tablets, 150 N60 GmbH & Co. KG,
mg Vacija
Binoda 150 mg
apvalkotas tabletes
Apvalkotas tabletes, 150
mg
5 Binoda 500 mg film-  Capecitabinum PVH/PVDH Alfred E. onkologisks L01BCO6 12-0202  BE/H/0201/002 08.08.2012 Pr.
coated tablets aluminija blisteris ~ Tiefenbacher lidzeklis
Film-coated tablets, 500 N120 GmbH & Co. KG,
mg Vacija

Binoda 500 mg
apvalkotas tabletes
Apvalkotas tabletes, 500
mg
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6 Climofemin 6,5 mg Cimicifugae rhizomae  PVH/PVdH/AI UAB Sirowa ginekologisks G02CX 07-0124 08.08.2012 Bez
tablets extractum siccum blisteris N30 Vilnius, Lietuva  lidzeklis receptes
Tablets, 6,5 mg
Climofemin 6,5 mg
tabletes
Tabletes, 6,5 mg
7 Closanasol 0,5 mg/g  Clobetasoli propionas 25 g Aluminija tiiba PharmaSwiss dermatologisks D07AD01 10-0597 26.11.2010 Pr.
cream N1 Ceska republika  lidzeklis
Cream, 0,5 mg/g s.r.0., Cehija
Closanasol 0,5 mg/g
krems
Kréms, 0,5 mg/g
8 Closanasol 0,5 mg/g  Clobetasoli propionas 25 g Aluminija PharmaSwiss dermatologisks DO07AD01 10-0598 26.11.2010 Pr.
ointment tiibina N1 Ceska republika  lidzeklis
Ointment, 0,5 mg/g s.r.0., Cehija
Closanasol 0,5 mg/g
ziede
Ziede, 0,5 mg/g
9 Cytocristin Aqueous 1 Vincristini sulfas 1 ml Stikla flakons Cipla (UK) Ltd., onkologisks LO1CA02 05-0447 30.06.2011 Pr.
mg/1 ml solution for N1 Lielbritanija lidzeklis

injection and infusion
Solution for injection
and infusion, 1 mg/ml
Cytocristin Aqueous 1
mg/1 ml §kidums
injekcijam un
infazijam

Skidums injekcijam un
infizijam, 1 mg/ml
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Emeset 2 mg/ml Ondansetronum
solution for injection

Solution for injection, 2

mg/ml

Emeset 2 mg/ml

Skidums injekcijam

Skidums injekcijam, 2

mg/ml

Flazole 5 mg/ml Metronidazolum
solution for infusion

Solution for infusion, 5

mg/ml

Flazole 5 mg/ml

skidums infiizijam

Skidums infuzijam, 5

mg/ml

4 ml Stikla ampula Cipla (UK) Ltd.,
N5 Lielbritanija

100 ml Plastmasas
pudele N1

Cipla (UK) Ltd.,
Lielbritanija

Flucinar 0,25 mg/g gel Fluocinoloni acetonidum 15 g Aluminija tiba PharmaSwiss

Gel, 0,25 mg/g
Flucinar 0,25 mg/g
gels

Gels, 0,25 mg/g

Flucinar 0,25 mg/g
ointment

Ointment, 0,25 mg/g
Flucinar 0,25 mg/g
ziede

Ziede, 0,25 mg/g

N1 Ceska republika
s.r.0., Cehija

Fluocinoloni acetonidum 15 g Aluminija tiba PharmaSwiss

N1 Ceska republika
s.r.0., Cehija

pretvemsanas A04AA0L
lidzeklis

pretmikrobu JO1XDO01

I1dzeklis

kortikosteroids D07AC04

kortikosteroids D07AC04

06-0143

05-0168

97-0480

97-0468

19.12.2011 Pr.

26.11.2010 Pr.

24.10.2008 Pr.

25.09.2008 Pr.
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14 Flucinar N 0,25 mg/5  Fluocinoloni 15 g Aluminija tiba PharmaSwiss kortikosteroids D07CC02 97-0104 24.10.2008 Pr.
mg/g ziede acetonidum, Neomycini N1 Ceska republika
Ointment, 0,25 mg/5  sulfas s.r.0., Cehija
mg/g
Flucinar N 0,25 mg/5
mg/g ziede
Ziede, 0,25 mg/5 mg/g
15 Prefemin 20 mg film-  Agni casti fructus PVH/PVDH UAB Sirowa ginekologisks G02CX 04-0354 05.10.2009 Bez
coated tablets extractum siccum aluminija blisteris ~ Vilnius, Lietuva  lidzeklis receptes
Film-coated tablets, 20 N30, N90
mg
Prefemin 20 mg
apvalkotas tabletes
Apvalkotas tabletes, 20
mg
16 Trimepect 35 mg Trimetazidini ABPE pudele N30, PharmaSwiss antianginals CO1EB15 12-0081  EE/H/0167/001 20.03.2012 Pr.
prolonged-release dihydrochloridum N60, N90, N100,  Ceska republika  Iidzeklis

tablets
Prolonged-release
tablets, 35 mg
Trimepect 35 mg
ilgstosas darbibas
tabletes

Ilgstosas darbibas
tabletes, 35 mg

N120, N200, N500 s.r.o., Cehija

Aluminija blisteris
N10, N20, N28,
N30, N56, N60,
N90, N100, N120
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Jauna iepakojuma

pievienosana
17 Propoven 1% Propofolum 50 ml COK Fresenius Kabi vispargjas NO1AX10 13-0187  DE/H/0490/003 25.09.2013 Pr.Il stac.
emulsion for pilnslirce N1 Deutschland anestézijas
injection/infusion in 10 ml Stikla GmbH, Vacija lidzeklis
pre-filled syringe pilnslirce N5
Emulsion for 20 ml Stikla
injection/infusion in pre- pilnslirce N5

filled syringe, 10 mg/mi
Propoven 1% emulsija
injekcijam/infuzijam
pilnslircé

Emulsija
injekcijam/infuzijam
pilnslircg, 10 mg/ml

Zalu registracijas
numury apvienosana

18 Depo-Provera 150 Medroxyprogesteroni 1 ml Stikla flakons Pfizer Europe MA progestagéns GO03DA02 00-0481 21.05.2010 Pr.
mg/1 ml suspension for acetas N1 EEIG, lidzeklis
injection 3,3 ml Stikla Lielbritanija
Suspension for flakons N1

injection, 150 mg/1 ml
Depo-Provera 150
mg/1 ml suspensija
injekcijam
Suspensija injekcijam,
150 mg/1 ml
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19 Gasec Gastrocaps20 Omeprazolum ABPE pudele N7, Mepha Lda., pretcilas Iidzeklis, A02BCO1 96-0146 28.09.2011 Pr.
mg gastro-resistant N28, N56 Portugale protonu sikna
capsules, hard Al/Al blisteris N7, inhibitors
Gastro-resistant N28, N56
capsules, hard, 20 mg
Gasec Gastrocaps 20
mg zarnas Skistosas
cietas kapsulas
Zarnas $kistosas cietas
kapsulas, 20 mg
20 Immunate Baxter 1000 Factor VIII 10 ml Flakons, Baxter AG, antihemofilisks B02BD06 05-0499  AT/H/0154/003 04.04.2013 Pr.
IU powder and solvent coagulationis humanus, flakons un injekciju Austrija lidzeklis

Factor humanus von
Willebrandi

for solution for
injection

Powder and solvent for
solution for injection,
1000 1U/10 ml
Immunate Baxter 1000
SV pulveris un
skidinatajs injekciju
Skiduma
pagatavosanai
Pulveris un $kidinatajs
injekciju Skiduma
pagatavosanai, 1000
SV/10 ml

komplekts N1
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Immunate Baxter 250 Factor VIII

IU powder and solvent coagulationis humanus,
for solution for Factor humanus von
injection Willebrandi

Powder and solvent for

solution for injection,

250 1U/5 ml

Immunate Baxter 250

SV pulveris un

skidinatajs injekciju

Skiduma

pagatavosanai

Pulveris un §kidinatajs

injekciju Skiduma

pagatavosanai, 250

SV/5mi

Immunate Baxter 500 Factor VIII

1U powder and solvent coagulationis humanus,
for solution for Factor humanus von
injection Willebrandi

Powder and solvent for

solution for injection,

500 1U/5 ml

Immunate Baxter 500

SV pulveris un

skidinatajs injekciju

Skiduma

pagatavosanai

Pulveris un skidinatajs

injekciju Skiduma

pagatavosanai, 500

SV/5mi

5 ml Flakons, Baxter AG,
flakons un injekciju Austrija
komplekts N1

5 ml Flakons, Baxter AG,
flakons un injekciju Austrija
komplekts N1

antihemofilisks
I1dzeklis

antihemofilisks
Iidzeklis

B02BD06 05-0497

B02BD06 05-0498

AT/H/0154/001

AT/H/0154/002

04.04.2013 Pr.

04.04.2013 Pr.
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Jauna zaju registracijas
numura pieskirSana
23 Gasec Gastrocaps20 Omeprazolum ABPE pudele N14 Mepha Lda., pretcilas Iidzeklis, A02BCO1 14-0022 Bez
mg gastro-resistant Al/Al blisteris N14  Portugale protonu sikna receptes

capsules, hard
Gastro-resistant
capsules, hard, 20 mg
N14

Gasec Gastrocaps 20
mg zarnas Skistosas
cietas kapsulas
Zarnas $kistosas cietas
kapsulas, 20 mg N14

ZV A Humano zalu
registracijas komisijas
priekssédetaja vietnieks

profesors
E. Rancans

inhibitors



