(/\ LAKEMEDELSVERKET

MEDICAL PRODUCTS AGENCY

Lakemedelsprodukt

Amerscan Medronate Il, 6,25 mg beredningssats for
radioaktivt lakemedel

Aricept, 5 mg filmdragerad tablett

Begrivac 2010/2011, injektionsvatska, suspension
Bicalutamide AstraZeneca, 150 mg filmdragerad
tablett

Bicalutamide AstraZeneca, 50 mg filmdragerad
tablett

Bikalutamid Nucleus, 150 mg filmdragerad tablett
Bikalutamid Nucleus, 50 mg filmdragerad tablett
Brexidol, 20 mg pulver till oral I6sning

Cefuroxim Glob, 125 mg tablett

Cefuroxim Glob, 250 mg tablett

Cefuroxim Glob, 500 mg tablett

Docetaxel Accord, 20 mg koncentrat och vatska till
infusionsvatska, l10sning

Docetaxel Accord, 80 mg koncentrat och vatska till
infusionsvatska, I10sning

Docetaxel AET, 20 mg koncentrat och vatska till
infusionsvatska, l10sning

Docetaxel AET, 80 mg koncentrat och vatska till
infusionsvatska, I10sning

Docetaxel Tiefenbacher, 20 mg koncentrat och
vatska till infusionsvatska, I6sning

Docetaxel Tiefenbacher, 80 mg koncentrat och
vatska till infusionsvatska, I6sning

Gabapentin Sandoz, 600 mg filmdragerad tablett
Gabapentin Sandoz, 800 mg filmdragerad tablett
Igixon, 150 mikrogram/20 mikrogram filmdragerad
tablett

Inexium, 40 mg enterotablett

Insulin Human Winthrop Basal OptiSet, 100 1U/ml
injektionsvatska, suspension i forfylld
injektionspenna

Insulin Human Winthrop Comb 15 OptiSet, 100
IU/ml injektionsvatska, suspension i forfylld
injektionspenna

* Exportland for parallellimporterade lakemedel

Upphorande av godkdnnande for forsaljning av

Innehavare av godkdnnande for
forséljning/Registreringsinnehavare

GE Healthcare Limited,

Teva Sweden AB
Novartis Vaccines and Diagnostics Gnr
AstraZeneca AB

AstraZeneca AB

Nucleus ehf,
Nucleus ehf,
Nycomed AB
Glob Limited
Glob Limited
Glob Limited
Accord Healthcare Limited

Accord Healthcare Limited

Alfred E Tiefenbacher (GmbH & Co. K
Alfred E Tiefenbacher (GmbH & Co. K
Alfred E Tiefenbacher (GmbH & Co. K
Alfred E Tiefenbacher (GmbH & Co. K

Sandoz A/S
Sandoz A/S
Medimpex UK Ltd

Cross Pharma AB
Sanofi-Aventis Deutschland GmbH

Sanofi-Aventis Deutschland GmbH

Upphor.
-datum

2012-01-31

2012-01-10
2012-01-31
2012-01-18

2012-01-18

2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31

2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31

2012-01-31
2012-01-31
2012-01-16

2012-01-31
2012-01-17

2012-01-17

2012-02-02

lakemedelsprodukter mellan 2012-01-01 och 2012-02-01

Produktklass

Radiofarmaka

Lakemedel
Lakemedel
Lakemedel

Lakemedel

Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel

Lakemedel

Lakemedel

Lakemedel

Lakemedel

Lakemedel

Lakemedel
Lakemedel
Lakemedel

Lakemedel
Lakemedel

Lakemedel

ATC-kod

V09BA02

NO6DAO02
J07BB02
L02BB03

L02BB03

L02BB03
L02BB03
MO1ACO1
JO1DCO02
J01DCO02
J01DCO02
L01CDO02

L01CDO02

L01CDO02

L01CDO02

L01CDO02

L01CDO02

NO3AX12
NO3AX12
GO03AA09

A02BCO05
A10ACO1

A10ADO1

God-
kdnnandenr

80009

23401
14038
27043

27042

25251
25250
11845
44824
44825
44826
41803

41804

28061

28062

28059

28060

22977
22978
17827

23626
24277

24281

Exportland*

Grekland

Frankrike



Lakemedelsprodukt

Insulin Human Winthrop Comb 25 OptiSet, 100
IU/ml injektionsvatska, suspension i forfylld
injektionspenna

Insulin Human Winthrop Comb 30, 100 IE/ml
injektionsvatska, suspension i forfylld
injektionspenna

Insulin Human Winthrop Comb 50 OptiSet, 100
IU/ml injektionsvatska, suspension i forfylld
injektionspenna

Insulin Human Winthrop Rapid OptiSet, 100 1U/ml
injektionsvatska, 16sning i forfylld injektionspenna
Kinamitil, 10 mg/12,5 mg filmdragerad tablett
Kinamitil, 20 mg/12,5 mg filmdragerad tablett
Kinamitil, 20 mg/25 mg filmdragerad tablett
Lansoprazol Bluefish, 15 mg enterokapsel, hard
Lansoprazol Bluefish, 30 mg enterokapsel, hard
Losartan Deltaselect, 100 mg filmdragerad tablett
Losartan Deltaselect, 12,5 mg filmdragerad tablett
Losartan Deltaselect, 25 mg filmdragerad tablett
Losartan Deltaselect, 50 mg filmdragerad tablett
Midazolam Kohne Pharma, 1 mg/ml injektions- /
infusionsvatska, I10sning i forfylld spruta
Midazolam Kohne Pharma, 2 mg/ml injektions- /
infusionsvatska, I10sning i forfylld spruta
Mirtazapin Glob, 15 mg filmdragerad tablett
Mirtazapin Glob, 30 mg filmdragerad tablett
Mirtazapin Glob, 45 mg filmdragerad tablett
Morfin Kohne Pharma, 1 mg/ml infusionsvatska,
16sning i forfylld spruta

Morfin Kohne Pharma, 2 mg/ml infusionsvatska,
16sning i forfylld spruta

Myocrisin, 20 mg/ml injektionsvatska, I6sning
Nikotin Novartis, 2 mg medicinskt tuggummi
Nikotin Novartis, 4 mg medicinskt tuggummi
Pantoprazole Combino, 40 mg pulver till
injektions-/infusionsvatska, 16sning

Pulmicort, 100 mikrogram/dos inhalationsspray,
suspension

Pulmicort, 200 mikrogram/dos inhalationsspray,
suspension

Ramipril Winthrop, 1,25 mg tablett

Ramipril Winthrop, 10 mg tablett

* Exportland for parallellimporterade lakemedel

Innehavare av godkdnnande for
forsaljning/Registreringsinnehavare

Sanofi-Aventis Deutschland GmbH

Sanofi-Aventis Deutschland GmbH

Sanofi-Aventis Deutschland GmbH

Sanofi-Aventis Deutschland GmbH

MITHRIDATUM Ltd.
MITHRIDATUM Ltd.
MITHRIDATUM Ltd.

Bluefish Pharmaceuticals AB
Bluefish Pharmaceuticals AB
DeltaSelect GmbH
DeltaSelect GmbH
DeltaSelect GmbH
DeltaSelect GmbH

Kohne Pharma GmbH

Kohne Pharma GmbH

Glob Limited
Glob Limited
Glob Limited
Kohne Pharma GmbH

Kohne Pharma GmbH

sanofi-aventis AB
Novartis Sverige AB
Novartis Sverige AB
Melita Pharm, S.L.

AstraZeneca AB
AstraZeneca AB

Winthrop Médicaments,
Winthrop Médicaments,

Upphor.
-datum

2012-01-17

2012-01-17

2012-01-17

2012-01-17

2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31

2012-01-31

2012-01-31
2012-01-31
2012-01-31
2012-01-31

2012-01-31

2012-01-31
2012-01-31
2012-01-31
2012-01-01

2012-01-31
2012-01-31

2012-01-31
2012-01-31

2012-02-02

Produktklass

Lakemedel

Lakemedel

Lakemedel

Lakemedel

Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel

Lakemedel

Lakemedel
Lakemedel
Lakemedel
Lakemedel

Lakemedel

Lakemedel
Lakemedel
Lakemedel
Lakemedel

Lakemedel

Lakemedel

Lakemedel
Lakemedel

ATC-kod

A10ADO1

A10ADO1

A10ADO1

A10ABO1

C09BA06
C09BA06
C09BAO06
A02BCO03
A02BCO03
C09CAO01
C09CAO01
C09CAO01
C09CAO01
NO5CDO08

NO5CDO08

NO6AX11
NO6AX11
NO6AX11
NO2AA01

NO2AA01

M01CBO01
NO7BAO1
NO7BAO1
A02BC02

R0O3BA02

R0O3BA02

C09AA05
C09AA05

God-
kdnnandenr

24285

26518

24289

24273

25787
25788
25789
22896
22897
42370
42367
42368
42369
26485

26486

44779
44780
44781
27618

27619

8518
41744
41745
23266

10543

9825

19802
19805

Exportland*



Lakemedelsprodukt

Ramipril Winthrop, 2,5 mg tablett
Ramipril Winthrop, 5 mg tablett
Reductil, 10 mg kapsel, hard
Reductil, 15 mg kapsel, hard

Regulon, 150 mikrogram/30 mikrogram filmdragerad

tablett

Seroxat, 2 mg/ml oral suspension

Sertratab, 100 mg filmdragerad tablett
Sertratab, 50 mg filmdragerad tablett

Sertraver, 100 mg filmdragerad tablett
Sertraver, 50 mg filmdragerad tablett

Tamiden, 150 mg filmdragerad tablett
Tamiden, 50 mg filmdragerad tablett

Terixen Veckotablett, 70 mg tablett

Topamac, 100 mg filmdragerad tablett
Topamac, 200 mg filmdragerad tablett
Topiramat Sigillata, 100 mg filmdragerad tablett
Topiramat Sigillata, 200 mg filmdragerad tablett
Topiramat Sigillata, 25 mg filmdragerad tablett
Topiramat Sigillata, 50 mg filmdragerad tablett
Vezepra, 1 mg filmdragerad tablett

Vezepra, 2 mg filmdragerad tablett

Vezepra, 4 mg filmdragerad tablett

Vinorelbin BMM Pharma, 10 mg/ml koncentrat till
infusionsvatska, l10sning

Zomig, 2,5 mg filmdragerad tablett

* Exportland for parallellimporterade lakemedel

Innehavare av godkdnnande for
forsaljning/Registreringsinnehavare

Winthrop Médicaments,
Winthrop Médicaments,
Abbott Scandinavia AB
Abbott Scandinavia AB
Medimpex UK Ltd

GlaxoSmithKline AB

Biomedica Foscama Industria Chimico
Biomedica Foscama Industria Chimico
Sigillata Ltd

Sigillata Ltd

Nucleus ehf,

Nucleus ehf,

HELP S.A. Pharmaceuticals,

Qdoxx Pharma AB

Qdoxx Pharma AB

Sigillata Ltd

Sigillata Ltd

Sigillata Ltd

Sigillata Ltd

Kowa Pharmaceutical Europe Co Ltd
Kowa Pharmaceutical Europe Co Ltd
Kowa Pharmaceutical Europe Co Ltd
BMM Pharma AB

Cross Pharma AB

Upphor.
-datum

2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-16

2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-18
2012-01-18
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31
2012-01-31

2012-01-18

2012-02-02

Produktklass

Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel

Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel
Lakemedel

Lakemedel

ATC-kod

C09AA05
C09AA05
AO8AA10
AO8AA10
GO03AA09

NOBABO5
NO6ABO6G
NO6ABO6
NO6ABO6
NO6ABO6
L02BB03
L02BB03
MO05BA04
NO3AX11
NO3AX11
NO3AX11
NO3AX11
NO3AX11
NO3AX11
C10AA08
C10AA08
C10AA08
LO1CA04

N02CC03

God-
kdnnandenr

19803
19804
16944
16945
17828

13824
21218
21217
21216
21215
25256
25255
23713
23935
23936
23130
23131
23128
23129
43755
28032
28033
26712

23786

Exportland*

Grekland
Grekland

Frankrike



