Latvijas Zalu registra labojumi

Rikojuma Nr.2-20/63 pielikums Nr.3-1

Film-coated tablets, 0,02
mg/3 mg

LETHE 0,02 mg/3 mg
apvalkotas tabletes
Apvalkotas tabletes, 0,02
mg/3 mg

N28 (1x28), N84
(3x28), N168
(6x28), N364
(13x28)

oo e co o Ce L Izplati-
Zalu nosaukums, forma Starptautiskais Informacija par Regl§tr?c1jas Farmakotera- Reg_l_stra- Procediiras Reg_l_stra- Sanas
N.p.k. . . - apliecibas et = ATK kods cijas cijas _
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 maina
1 Favirab solution for F(ab”)2 fragments of 5 ml Stikla flakons  Sanofi Pasteur  specifiskais Jo6BB 03-0063 27.06.2007 Pr.
injection equine antirabies N1, N10 S.A., Francija  imanglobulins
Solution for injection, 200 immune globulin
- 400 1U/ml
Favirab $kidums
injekcijam
Skidums injekcijam, 200 -
400 SV/mi
Zalu nosaukuma un
registracijas apliecibas
ipasnieka maina
2 LETHE 0,02 mg/3 mg Ethinylestradiolum,  PVH/PVDH Zentiva, k.s., pretapauglosanas GO03AA12 12-0230 NL/H/2350/001 24.09.2012 Pr.
film-coated tablets Drospirenonum aluminija blisteris ~ Cehija lidzeklis
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3 Vellofent 67 micrograms Fentanylum PAJAI/PVH//AI/PET Aziende narkotisks NO02AB03 12-0318 SE/H/1177/001 09.01.2013 Pr.l
sublingual tablets blisteris N3, N4, Chimiche analggtisks lidzeklis
Sublingual tablets, 67 N15, N30 Riunite Angelini
micrograms PA/AI/PVH/IAI Francesco -
Vellofent 67 mikrogramu blisteris N3, N4, A.CRAF.
tabletes lietoSanai zem N15, N30 S.p.A., Italija
méles
Tabletes lietoSanai zem
meles, 67 mikrogrami
4 Vellofent 133 Fentanylum PAJAI/PVH/IAI/PET Aziende narkotisks NO2AB03 12-0319  SE/H/1177/002 09.01.2013 Pr.l
micrograms sublingual blisteris N3, N4, Chimiche analggtisks lidzeklis
tablets N15, N30 Riunite Angelini
Sublingual tablets, 133 PA/AI/PVH/IAI Francesco -
micrograms blisteris N3, N4, A.CRAF.
Vellofent 133 N15, N30 S.p.A,, Italija
mikrogramu tabletes
lietoSanai zem méles
Tabletes lietoSanai zem
meéles, 133 mikrogrami
5 Vellofent 267 Fentanylum PA/AI/PVH//AI/PET Aziende narkotisks NO2AB03 12-0320 SE/H/1177/003 09.01.2013 Pr.l
micrograms sublingual blisteris N3, N4, Chimiche analggtisks lidzeklis
tablets N15, N30 Riunite Angelini
Sublingual tablets, 267 PA/AI/PVHIIAI Francesco -
micrograms blisteris N3, N4, A.CRAF.
Vellofent 267 N15, N30 S.p.A., Ttalija

mikrogramu tabletes
lietoSanai zem méles
Tabletes lietoSanai zem
meéles, 267 mikrogrami
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6 Vellofent 400 Fentanylum PA/AI/PVH//AIPET Aziende narkotisks NO2AB03 12-0321 SE/H/1177/004 09.01.2013 Pr.l
micrograms sublingual blisteris N3, N4, Chimiche analggtisks lidzeklis
tablets N15, N30 Riunite Angelini
Sublingual tablets, 400 PA/AI/PVH/IAI Francesco -
micrograms blisteris N3, N4, A.C.RAF.
Vellofent 400 N15, N30 S.p.A,, Italija
mikrogramu tabletes
lietoSanai zem méles
Tabletes lietoSanai zem
meéles, 400 mikrogrami
7 Vellofent 533 Fentanylum PA/AI/PVH/IAI Aziende narkotisks NO2ABO03 12-0322 SE/H/1177/005 09.01.2013 Pr.l
micrograms sublingual blisteris N3, N4, Chimiche analggtisks I1dzeklis
tablets N15, N30 Riunite Angelini
Sublingual tablets, 533 PA/AI/PVH//AI/PET Francesco -
micrograms blisteris N3, N4, A.CRAF.
Vellofent 533 N15, N30 S.p.A., Italija
mikrogramu tabletes
lieto§anai zem méles
Tabletes lietoSanai zem
méles, 533 mikrogrami
8 Vellofent 800 Fentanylum PA/AI/PVHIIAI Aziende narkotisks NO2AB03 12-0323 SE/H/1177/006 09.01.2013 Pr.l
micrograms sublingual blisteris N3, N4, Chimiche analggtisks Iidzeklis
tablets N15, N30 Riunite Angelini
Sublingual tablets, 800 PA/AI/PVH//AI/PET Francesco -
micrograms blisteris N3, N4, A.CRAF.
Vellofent 800 N15, N30 S.p.A., Italija

mikrogramu tabletes
lieto§anai zem méles
Tabletes lietoSanai zem
meéles, 800 mikrogrami
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Registracijas apliecibas
ipasnieka maina

Latalux 50
micrograms/ml eye
drops, solution

Eye drops, solution, 50
pg/ml

Latalux 50
mikrogrami/ml acu
pilieni, Skidums

Acu pilieni, $kidums, 50
pg/ml

Latanoprostum

Broncophen Aer
oromucosal spray
Oromucosal spray,
0,32g+0,32¢/g
Broncophen Aer aerosols
izsmidzinasanai mutes
dobuma

Aerosols izsmidzinasanai
mutes dobuma,
0,329+0,32g/g

Salviae tinctura,
Thymi tinctura

2,5 ml ZBPE PharmaSwiss pretglaukomas
pudelite N1, N3, N6 Ceska Republika lidzeklis
s.r.0., Cehija

15 ml Stikla pudele
(briina) N1

Kwizda Pharma augu valsts
GmbH, Austrija pretiekaisuma
lidzeklis

SO1EEO1 10-0502

A01AD11 13-0004

NL/H/1654/001 22.10.2010 Pr.

21.01.2013 Bez
receptes
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Tramal 100 mg/ml oral  Tramadoli
drops, solution in bottle hydrochloridum
with dosing pump

Oral drops, solution in

bottle with dosing pump,

100 mg/ml

Tramal 100 mg/ml pilieni

iekskigai lietoSanai,

Skidums pudele ar

dozesanas siikni

Pilieni iekskigai lietosanai,

$kidums pudel€ ar

dozesanas siikni, 100

mg/ml

Tramadoli
hydrochloridum

Tramal 50 mg/ml
solution for injection
Solution for injection, 50
mg/ml

Tramal 50 mg/ml
Skidums injekcijam
Skidums injekcijam, 50
mg/ml

Morphin SANITAS 10
mg/ml solution for
injection

Solution for injection, 10
mg/ml

Morphin SANITAS 10
mg/ml §kidums
injekcijam

Skidums injekcijam, 10
mg/ml

Morphini
hydrochloridum

30 ml Stikla pudelite Stada
(dzintarkrasas) N1 (1 Arzneimittel

x 30 ml)

1 ml Stikla ampula
N5, N10, N50
(5x10)

1 ml Stikla ampula
N10

AG, Vacija

Stada
Arzneimittel
AG, Vacija

PharmaSwiss

narkotisks NO02AX02 13-0057
analggtisks Iidzeklis

narkotisks NO02AX02 96-0105

analggtisks Iidzeklis

narkotisks NO2AA01 98-0246

Ceska Republika analggtisks Iidzeklis

s.r.0., Cehija

30.04.2010 Pr.1N

20.11.2006 Pr.111

24.10.2008 Pr.l
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14 Tramal 100 mg/2 ml Tramadoli 2 ml Stiklaampula ~ Stada narkotisks N02AX02 99-0257 05.10.2009 Pr.1lI
solution for injection hydrochloridum N5, N10, N50 (5 x  Arzneimittel analggtisks lidzeklis
Solution for injection, 100 10) AG, Vacija
mg/2 ml
Tramal 100 mg/2 ml
Skidums injekcijam
Skidums injekcijam, 100
mg/2 ml
15 Tramal 50 mg capsules, Tramadoli PVH/PVDH Stada narkotisks NO02AX02 99-0527 30.04.2010  Pr.111
hard hydrochloridum aluminija blisteris ~ Arzneimittel analggtisks I1dzeklis
Capsules, hard, 50 mg N10, N30, N50, AG, Vacija
Tramal 50 mg cietas N20, N100 (10 x
kapsulas 10), N150 (10 x 15)
Cietas kapsulas, 50 mg PP/AI blisteris N10,
N20
16 Tramal 100 mg/ml oral  Tramadoli 10 ml Stikla pudelite Stada narkotisks NO02AX02 99-0528 30.04.2010  Pr.111
drops, solution in bottle hydrochloridum (dzintarkrasas) N1 (1 Arzneimittel analggtisks lidzeklis
with dropper x 10 ml) AG, Vacija
Oral drops, solution, 100 20 ml Stikla pudelite
mg/ml (dzintarkrasas) N1 (1
Tramal 100 mg/ml pilieni x 20 ml)
iekskigai lietoSanai,
Skidums pudelé ar
pilinataju
Pilieni iekskigai lieto$anai,
$kidums, 100 mg/ml
17 Tramal 100 mg Tramadoli Folijas plaksnite N5, Stada narkotisks NO02AX02 99-0529 30.04.2010  Pr.11I

suppositories
Suppositories, 100 mg
Tramal 100 mg
supozitoriji
Supozitoriji, 100 mg

hydrochloridum

N10, N20, N120 (10 Arzneimittel
x 12) AG, Vacija

analggtisks lidzeklis



Latvijas Z3|u registra labojumi Rikojuma Nr.2-20/63 pielikums Nr.3-1

[ 1 | 2 3 4 5 6 7 8 9 10 11
18 Tramal 100 mg Tramadoli PP/AI blisteris N10  Stada narkotisks N02AX02 99-0530 30.04.2010 Pr.11I
prolonged-release tablets hydrochloridum PVH/PVDH Arzneimittel analggtisks lidzeklis
Prolonged-release tablets, aluminija blisteris ~ AG, Vacija
100 mg N10, N30, N50,
Tramal 100 mg ilgstosas N20, N60, N100,
darbibas tabletes N150 (10 x 15)
Ilgstosas darbibas tabletes,
100 mg
19 Tramal 150 mg Tramadoli PP/AI blisteris N10  Stada narkotisks NO02AX02 99-0531 30.04.2010  Pr.111
prolonged-release tablets hydrochloridum PVH/PVDH Arzneimittel analggtisks lidzeklis
Prolonged-release tablets, aluminija blisteris ~ AG, Vacija
150 mg N20, N10, N30,
Tramal 150 mg ilgstosas N50, N60, N100,
darbibas tabletes N150 (10 x 15)
Ilgstosas darbibas tabletes,
150 mg
20 Tramal 200 mg Tramadoli PVH/PVDH Stada narkotisks N02AX02 99-0532 30.04.2010 Pr.11I
prolonged-release tablets hydrochloridum aluminija blisteris ~ Arzneimittel analggtisks lidzeklis
Prolonged-release tablets, N10, N30, N50, AG, Vacija
200 mg N20, N60, N100,
Tramal 200 mg ilgstosas N150 (10 x 15)
darbibas tabletes PP/Al blisteris N10
Ilgstosas darbibas tabletes,
200 mg



Latvijas Zalu registra labojumi

Rikojuma Nr.2-20/63 pielikums Nr.3-1

1| 2 | 3

9 10 11

21

22

Zalu registracijas numuru
apvienoSana un zaju
nosaukuma maina

Campto 20 mg/ml Irinotecani
concentrate for solution hydrochloridum
for infusion trihydricum
Concentrate for solution

for infusion, 20 mg/ml

Campto 20 mg/ml

koncentrats infuziju

skiduma pagatavoSanai

Koncentrats infuziju

$kiduma pagatavosanai, 20

mg/ml

Zalu registracijas
apliecibas izsniegSana

Augmentin 500 mg/125
mg film-coated tablets
Film-coated tablets, 500
mg/125 mg

Augmentin 500 mg/125
mg apvalkotas tabletes
Apvalkotas tabletes, 500
mg/125 mg

Amoxicillinum,

Acidum clavulanicum

2 ml Stikla flakons  Pfizer

N1 Enterprises

5 ml Stikla flakons ~ SARL,

N1 Luksemburga
15 ml Polipropiléna

flakons N1

5 ml Polipropiléna

flakons N1

2 ml Polipropiléna

flakons N1

onkologisks
lidzeklis

PAJAI/PVH blisteris GlaxoSmithKlin antibiotisks Iidzeklis JO1CR02

N14, N20, N4, N10, e Latvia SIA,
N12, N16, N24, Latvija

N30, N100, N500

PVH/PVDH

aluminija blisteris

N14, N20, N21

LO1XX19 98-0823

99-0034

22.12.2008 Pr.

UK/H/4738/001 03.03.2009 Pr.
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Jauna iepakojuma

pievienosana
23 Augmentin 875 mg/125  Amoxicillinum, PVH/PVDH GlaxoSmithKlin antibiotisks lidzeklis JOLCR02 99-0035 DE/H/2868/002 03.03.2009 Pr.
mg film-coated tablets  Acidum clavulanicum aluminija blisteris e Latvia SIA,
Film-coated tablets, 875 N14 Latvija
mg/125 mg PA/AI/PVH blisteris
Augmentin 875 mg/125 N14, N2, N4, N10,
mg apvalkotas tabletes N12, N16, N20,
Apvalkotas tabletes, 875 N24, N30, N100,
mg/125 mg N500

ZV A Humano zalu
registracijas komisijas
priek$sedetajs
asocietais profesors

J. Pokrotnieks



