Latvijas Zalu registra labojumi

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

Bupensan 8 mg tabletes
lietoSanai zem meéles
Tabletes lictoSanai zem
meéles, 8 mg

blisteris N7, N10,
N28, N30, N49

(oo e coo o Izplatr-
Zalu nosaukums, forma un Starptautiskais Informacija par Reglftl‘i_lCI_]aS Farmakotera- Reg_l_stra- Procediiras Reg_l_stra- Sanas
N.p.k. . : - apliecibas e r — 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
Jauna iepakojuma
pievienoSana
1 Bupensan 2 mg sublingual  Buprenorphinum Al/Al blisteris N7, G.L. Pharma opioidu atkaribas NO7BC01 11-0331 DE/H/2804/ 12.11.2015 Pr.l, Pr.lI
tablets N10, N28, N30, N49 GmbH, Austrija  arstésanas 001 nark.
Sublingual tablets, 2 mg PVH/PVdH/PVH-AI lidzeklis
Bupensan 2 mg tabletes blisteris N7, N10,
lietoSanai zem méles N28, N30, N49
Tabletes lictoSanai zem
méles, 2 mg
2 Bupensan 4 mg sublingual Buprenorphinum Al/Al blisteris N7, G.L. Pharma opioidu atkartbas NO7BCO1 11-0332 DE/H/2804/ 12.11.2015 Pr.1, Pr.1l
tablets N10, N28, N30, N49 GmbH, Austrija  arstésanas 002 nark.
Sublingual tablets, 4 mg PVH/PVdH/PVH-AI lidzeklis
Bupensan 4 mg tabletes blisteris N7, N10,
lietoSanai zem méles N28, N30, N49
Tabletes lictoSanai zem
méles, 4 mg
3 Bupensan 8 mg sublingual  Buprenorphinum Al/Al blisteris N7, G.L. Pharma opioidu atkartbas NO7BCO1 11-0333 DE/H/2804/ 12.11.2015 Pr.1, Pr.1l
tablets N10, N28, N30, N49 GmbH, Austrija  arstésanas 003 nark.
Sublingual tablets, 8 mg PVH/PVdH/PVH-AI lidzeklis
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injekcijam vai infiizijam
Skidums injekcijam vai
infuzijam, 50 mg/ml

N1, N5

| 1 | 2 | 3 | 4 | s | 6 [ 7 1 8 [ 9o | 10 | 11 |
Finasteride Teva 5 mg film- Finasteridum PVH/PVDH/AI Teva Pharma prostatoterapeitisk GO4CB01 08-0287 FR/H/0347/ 25.04.2012 Pr.
coated tablets blisteris N14, N15,  B.V., Niderlande s lidzeklis 001
Film-coated tablets, 5 mg N20, N28, N30, N50,
Finasteride Teva 5 mg N56, N60, N84, N90,
apvalkotas tabletes N98, N100, N120,
Apvalkotas tabletes, 5 mg N50 (50x1), N105
Propoven 1% emulsion for Propofolum 10 ml COK pilnslirce Fresenius Kabi  vispargjas NO1AX10 13-0187 DE/H/0490/ 25.09.2013 Pr.ll stac.
injection/infusion in pre- N6 Deutschland anestézijas 003
filled syringe 50 ml COK pilnslirce GmbH, Vacija Iidzeklis
Emulsion for N1
injection/infusion in pre- 10 ml Stikla pilnslirce
filled syringe, 10 mg/ml N5
Propoven 1% emulsija 20 ml Stikla pilnslirce
injekcijam/infuzijam N5
pilnslirce 20 ml COK pilnslirce
Emulsija N6
injekcijam/inflizijam
Zalu registracijas numuru
apvienosana
Levofolic 50 mg/ml solution Acidum levofolinicum 1 ml Stikla flakons ~ Medac detoksikacijas VO3AF10 08-0068 UK/H/0962/ 03.07.2013 Pr.
for injection or infusion N1, N5 Gesellschaft fir  Iidzeklis 001
Solution for injection or 9 ml Stikla flakons  klinische pretaudzgju
infusion, 50 mg/ml N1, N5 Spezialprdparate terapija
Levofolic 50 mg/ml §kidums 4 ml Stikla flakons ~ mbH, Vacija
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Registracijas apliecibas
ipasnieka nosaukuma maina

7 Subutex 2 mg sublingual ~ Buprenorphini Neilona/Al/PVH/AI  Indivior UK opioidu atkaribas NO7BCO1 05-0401 FR/H/0147/ 12.05.2008 Pr.1, Pr.1
tablets hydrochloridum blisteris N7, N28 Limited, arstéSanas 002 nark.
Sublingual tablets, 2 mg Lielbritanija lidzeklis

Subutex 2 mg tabletes
lietoSanai zem méles
Tabletes lietoSanai zem

méles, 2 mg

8 Subutex 8 mg sublingual Buprenorphini Neilona/Al/PVH/AI  Indivior UK opioidu atkaribas NO7BC01 05-0402 FR/H/0147/ 12.05.2008 Pr.l, Pr.lI
tablets hydrochloridum blisteris N7, N28 Limited, arstéSanas 003 nark.
Sublingual tablets, 8 mg Lielbritanija lidzeklis

Subutex 8 mg tabletes
lietoSanai zem meéles
Tabletes lictoSanai zem
méles, 8 mg
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Zalu nosaukuma un
registracijas apliecibas
ipasnieka maina
9 Doxorubicin Mylan 2 Doxorubicini 100 ml Stikla flakons Mylan S.A.S, onkologisks LO1DBO1 14-0271 NL/H/2008/ 23.12.2014 Pr.
mg/ml concentrate for hydrochloridum N1 Francija lidzeklis 001
solution for infusion 25 ml Stikla flakons
Concentrate for solution for N1
infusion, 2 mg/ml 10 ml Stikla flakons
Doxorubicin Mylan 2 N1
mg/ml koncentrats infuziju 5 ml Stikla flakons
Skiduma pagatavoSanai N1
Koncentrats infuziju skiduma
pagatavosanai, 2 mg/ml
10 Doxorubicin Mylan 2 Doxorubicini 50 ml Stikla flakons  Mylan S.A.S, onkologisks LO1DBO1 14-0272 NL/H/2008/ 23.12.2014 Pr.
mg/ml powder for hydrochloridum N1 Francija lidzeklis 002
concentrate for solution for 10 ml Stikla flakons
infusion N1

Powder for concentrate for
solution for infusion, 2
mg/ml

Doxorubicin Mylan 2
mg/ml pulveris infuiziju
Skiduma koncentrata
pagatavoSanai

Pulveris infuziju skiduma
koncentrata pagatavosanai, 2
mg/ml
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12

13

Imatinib Synthon Hispania Imatinibum
100 mg film-coated tablets

Film-coated tablets, 100 mg

Imatinib Synthon Hispania

100 mg apvalkotas tabletes

Apvalkotas tabletes, 100 mg

Imatinib Synthon Hispania Imatinibum
400 mg film-coated tablets

Film-coated tablets, 400 mg

Imatinib Synthon Hispania

400 mg apvalkotas tabletes

Apvalkotas tabletes, 400 mg

Primara iepakojuma
dzésana

Rosuvastatin Actavis 10 mg Rosuvastatinum
film-coated tablets

Film-coated tablets, 10 mg

Rosuvastatin Actavis 10 mg

apvalkotas tabletes

Apvalkotas tabletes, 10 mg

PVDH/PE/PVH/AI  Synthon Hispania onkologisks
blisteris N20 (20x1), S.L., Spanija lidzeklis
N30 (30x1), N60

(60x1), N90 (90x1),

N100 (100x1), N120

(120x1), N180

(180x1), N20, N30,

N60, N90, N100,

N120, N180

PVH/AI blisteris N20

(20x1), N30 (30x1),

N60 (60x1), N9O

(90x1), N100

(100x1), N120

(120x1), N180

(180x1), N20, N30,

N60, N90, N100,

N120, N180

PVDH/PE/PVH/AI  Synthon Hispania onkologisks
blisteris N10 (10x1), S.L., Spanija lidzeklis
N20 (20x1), N30

(30x1), N60 (60x1),

N90 (90x1), N10,

N20, N30, N60, N90

ABPE pudele N100  Actavis Group
PVH/PVDH/AI PTC ehf, Islande Iidzeklis
blisteris N20, N28,

N30, N56, N60, N90,

N98, N100

13-0154 NL/H/2487/ 24.07.2013 Pr.
001

13-0155 NL/H/2487/ 24.07.2013 Pr.
002

hipolipidémizgjoss CI0AAO07 12-0098 PT/H/0518/0 16.04.2012 Pr.

02



Latvijas Zalu registra labojumi

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

1] 2 | 3

4

5

6 | 7 | 8

9

10 | 11

14

15

16

Rosuvastatin Actavis 20 mg Rosuvastatinum
film-coated tablets

Film-coated tablets, 20 mg

Rosuvastatin Actavis 20 mg

apvalkotas tabletes

Avpvalkotas tabletes. 20 mg

Registracijas apliecibas
ipasnieka maina

Coldrex MaxGrip Lemon  Paracetamolum,
1000 mg/10 mg/40 mg Phenylephrini
powder for oral solution hydrochloridum,
Powder for oral solution, Acidum ascorbicum
1000 mg/10 mg/40 mg

Coldrex MaxGrip Lemon

1000 mg/10 mg/40 mg

pulveris iekskigi lietojama

Skiduma pagatavoSanai

Pulveris iekskigi lietojama

Skiduma pagatavosanai, 1000

mg/10 mg/40 mg

PVH/PVDH/AI
blisteris N20, N28,
N30, N56, N60, N90,
N98, N100

ABPE pudele N100

Papira/PE/Al/PE
pacina N5, N10

Coldrex HotRem Honey & Paracetamolum, Acidum Papira/PE/Al/PE

Lemon 750 mg/10 mg/60 ascorbicum,
mg powder for oral Phenylephrini
solution hydrochloridum
Powder for oral solution, 750

mg/10 mg/60 mg

Coldrex HotRem Honey &

Lemon 750 mg/10 mg/60

mg pulveris iekSkigi

lietojama Skiduma

pagatavoSanai

Pulveris iekskigi lietojama

Skiduma pagatavosSanai, 750

mg/10 mg/60 mg

pacina N5, N10

Actavis Group

hipolipidémizgjoss CLOAA07 12-0099

PTC ehf,, Islande Iidzeklis

Richard Bittner
AG, Austrija

Richard Bittner
AG, Austrija

pretsaaukstésanas NO2BE51 03-0233
lidzeklis

pretsaaukstésanas NO2BE51 08-0323
Iidzeklis

PT/H/0518/0 16.04.2012 Pr.

20.06.2008 Bez
receptes

08.10.2013 Bez
receptes
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Coldrex HotRem Menthol  Paracetamolum,
600 mg/10 mg/40 mg Phenylephrini
powder for oral solution hydrochloridum,
Powder for oral solution, 600 Acidum ascorbicum
mg/10 mg/40 mg

Coldrex HotRem Menthol

600 mg/10 mg/40 mg

pulveris iekskigi lietojama

Skiduma pagatavosanai

Pulveris iekskigi lietojama

$kiduma pagatavos$anai, 600

mg/10 mg/40 mg

Coldrex MaxGrip Mentol  Paracetamolum,

& Berries 1000 mg/10 Phenylephrini
mg/70 mg powder for oral hydrochloridum,
solution Acidum ascorbicum
Powder for oral solution,

1000 mg/10 mg/70 mg

Coldrex MaxGrip Mentol
& Berries 1000 mg/10
mg/70 mg pulveris iekSkigi
lietojama Skiduma
pagatavoSanai

Pulveris iekskigi lietojama
Skiduma pagatavosanai, 1000
mg/10 mg/70 mg

Papira/PE/Al/PE Richard Bittner
pacina N5, N6, N10, AG, Austrija
N12, N15, N20, N24

Papira/PE/Al/PE Richard Bittner
pacina N5, N10 AG, Austrija

pretsaaukstéSanas NO2BE51 13-0063
lidzeklis

pretsaaukstésanas NO2BE51 13-0130
lidzeklis

04.04.2013 Bez
receptes

03.07.2013 Bez
receptes
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Coldrex HotRem Lemon
750 mg/10 mg/60 mg
powder for oral solution
Powder for oral solution, 750

mg/10 mg/60 mg

Coldrex HotRem Lemon
750 mg/10 mg/60 mg
pulveris iekskigi lietojama
Skiduma pagatavosanai
Pulveris iekskigi lietojama
$kiduma pagatavos$anai, 750

mg/10 mg/60 mg

Coldrex HotRem

Blackcurrant 750 mg/10
mg/60 mg powder for oral

solution

Powder for oral solution, 750

mg/10 mg/60 mg
Coldrex HotRem

Blackcurrant 750 mg/10
mg/60 mg pulveris iekSkigi

lietojama Skiduma
pagatavoSanai

Pulveris iekskigi lietojama
Skiduma pagatavosSanai, 750

mg/10 mg/60 mg

Coldrex tablets
Tablets

Coldrex tabletes
Tabletes

Acidum ascorbicum,
Phenylephrini
hydrochloridum,
Paracetamolum

Paracetamolum,
Phenylephrini
hydrochloridum,
Acidum ascorbicum

Paracetamolum,
Coffeinum,
Phenylephrini
hydrochloridum,
Acidum ascorbicum,
Terpinum hvdratum

Papira/PE/Al Richard Bittner
folijas/PE maisin$ N5, AG, Austrija
N10

Papira/PE/Al Richard Bittner
folijas/PE maisin$ N5, AG, Austrija
N10

PVH/AI blisteris N12, Richard Bittner
N24 AG, Austrija

pretsaaukstéSanas NO2BE51 98-0859
lidzeklis

pretsaaukstésanas NO2BE51 97-0543
lidzeklis

pretsaaukstésanas NO2BE51 96-0478
lidzeklis

27.11.2008 Bez
receptes

31.03.2008 Bez
receptes

30.07.2007 Bez
receptes
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22 Nicabate 2 mg medicated  Nicotinum PVH/PVdH/PE Richard Bittner  pretsmekéSanas ~ NO7BAO1 15-0108 UK/H/5644/ 01.06.2015 Bez
chewing gum blisteris N4, N10, AG, Austrija lidzeklis 001 receptes
Medicated chewing gum, 2 N30, N100, N200
mg
Nicabate 2 mg arstnieciska
koSlajama gumija
Arstnieciska ko§]ajama
gumija, 2 mg
23 Nicabate 4 mg medicated Nicotinum PVH/PVdH/PE Richard Bittner ~ pretsmekéSanas ~ NO7BAO1 15-0109 UK/H/5644/ 01.06.2015 Bez
chewing gum blisteris N4, N10, AG, Austrija lidzeklis 002 receptes
Medicated chewing gum, 4 N30, N100, N200
mg
Nicabate 4 mg arstnieciska
koSlajama gumija
Arstnieciska ko§]ajama
gumija, 4 mg
24 NiQuitin 2 mg medicated  Nicotinum PVH/PVdH/PE Richard Bittner  pretsmékésanas  NO7BAO01 15-0110 UK/H/5449/ 01.06.2015 Bez
chewing gum blisteris N4, N10, AG, Austrija lidzeklis 001 receptes

Medicated chewing gum, 2
mg

NiQuitin 2 mg arstnieciska
koSlajama gumija
Arstnieciska ko§lajama
gumija, 2 mg

N30, N100, N200
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25 NiQuitin 4 mg medicated  Nicotinum PVH/PVdH/PE Richard Bittner  pretsmékésanas NO7BAO1 15-0111 UK/H/5449/ 01.06.2015 Bez
chewing gum blisteris N4, N10, AG, Austrija lidzeklis 002 receptes
Medicated chewing gum, 4 N30, N100, N200
mg

NiQuitin 4 mg arstnieciska
koSlajama gumija
Arstnieciska ko§]ajama
gumija, 4 mg

Zalu registracijas
departamenta vaditaja
M.Emersone

10



