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1. Withdrawal of Co-proxamol Products and Interim Updated Prescribing Information
2005/01/31
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CSM Co-proxamol
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Co-proxamol 6 12
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Co-proxamol paracetamol 325mg
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300 400 co-proxamol
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CSM Annex 1

Co-proxamol co-proxamol

http://www.mhra.gov.uk/news/january/co-proxamol_healthprofessional.pdf

Outcome of the Public Request for Information on the Risks and Benefits of the Painkiller
Co-proxamol 2005/01/31

http://medicines.mhra.gov.uk/aboutagency/regframework/csm/csmhome.htm

paracetamol INN acetaminophen JAN

dextropropoxyphene opioid analgesic

FDA
1. CDER 2005/01/28
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of January
28, 2005
2005 1 28
[‘Clolar’] clofarabine

http://www.fda.gov/cder/pediatric/Summaryreview.htm

2. FDA MedWatch Web 2005/01/14

Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  November 2004

FDA/CDER 2004 11

1 “Bextra’ valdecoxib
CABG valdecoxib


http://www.mhra.gov.uk/news/january/co-proxamol_healthprofessional.pdf
http://medicines.mhra.gov.uk/aboutagency/regframework/csm/csmhome.htm
http://www.fda.gov/cder/pediatric/Summaryreview.htm

“Bextra’ Stevens-Johnson

COX-2

valdecoxib

2 “Phenergan® promethazine HCI
“Phenergan ~” 2

promethazine

3  “Cosmegen” dactinomycin

“Cosmegen’

4)  “Depo-Provera Contraceptive Injection” medroxyprogesterone acetate
“Depo-Provera Contraceptive Injection” BMD

5 “Tracleer’ bosentan

“Tracleer”

6  “Tabloid” thioguanine
Thioguanine

thioguanine

http://www.fda.gov/medwatch/SAFETY/2004/nov04 gquickview.htm
valdecoxib COX-2 Phase Il 2004/05 2004/7/26

promethazine

dactinomycin INN actinomycin D JAN

bosentan ETa ETs
endothelin ETA antagonist, endothelin ETB antagonist 2005/2/10
Thioguanine


http://www.fda.gov/medwatch/SAFETY/2004/nov04_quickview.htm

Health Canada
1. Public Advisory 2005/01/24
Health Canada Endorsed Important Safety Information on [“Reminyl”] galantamine
Preliminary Safety Information from investigational studies with [“Reminyl”’] galantamine
in patients with mild cognitive impairment MCI

MCI [“Reminyl”] galantamine
Janssen-Ortho MCI [“Reminyl”] galantamine
2 Health Canada
[“Reminyl”]
2 2 [“Reminyl”] 1,000

[‘Reminyl’] MCI

5 05% [“Reminyl”] 15 1.5%
MCI
Janssen-Ortho Health Canada 2
[“Reminyl”]
[“Reminyl”]
[Reminyl”]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/reminyl pa e.html

galantamine
2004/11/08

2. Health Canada Endorsed Important Safety Information on [ Lariam”] mefloquine
2005/01/27

[“Lariam?”] mefloquine - Updated Patient Information

[“Lariam?] mefloquine —

Hoffmann-La Roche Health Canada [“Lariam”] mefloquine


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/reminyl_pa_e.html

[“Lariam”] mefloquine

[“Lariam”] mefloquine

Public Advisory

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/lariam _hpc_e.html

http://www.hc-sc.gc.ca’hpfb-dgpsa/tpd-dpt/lariam_hpc_e.pdf

Mefloquine Hydrochloride

3. Health Canada Endorsed Important Safety Information on [*Humira”] adalimumab
2005/02/02

Updated safety information on hematologic events associated with [*Humira’] and the risk of

infections associated with the concurrent use of [*"Humira’] and anakinra

“Humira” adalimumab “‘Humira” anakinra

Abbott Laboratories Health Canada “Humira” adalimumab
Canadian Product Monograph
“Humira” adalimumab  TNF-alfa -alfa IgG
Biological Response Modifier
disease-modifying anti-rheumatic
drugs DMARD

“Humira’

“Humira’



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/lariam_hpc_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/lariam_hpc_e.pdf

Anakinra interleukin-1 “Humira’

TNF
“Humira’
“Humira”
“Humira”
Anakinra
TNF anakinra interleukin-1
anakinra  “Humira’ TNF
“Humira” anakinra
“Humira’
“Humira’ “Humira’
2004 8 “Humira’
13,500
“Humira’ 2004 11

Canadian Product Monograph “Humira”

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/humira_hpc_e.html

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/humira_hpc_e.pdf

adalimumab genetical recombination
TNF Alpha
Phase 1l 2004/05/10

“Humira’

anakinra

50,860



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/humira_hpc_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/humira_hpc_e.pdf

TGA  2005/02/01

Australian Adverse Drug Reactions Bulletin Vol.24 No.1 2005 2
http://www.tga.health.gov.au/adr/aadrb/aadr0502.htm

1 Adverse reactions to complementary medicines

complementary medicine

52% 1 1
57%
TGA
TGA
NSAID
caffeine
echinacea
Cimicifuga racemosa
2 ADRAC
aristolochia
cimicifuga racemosa
echinacea
Ginkgo biloba Warfarin -
Guarana paullinia cupana Caffeine
St. John's wort Cyclosporin,

hypericum perforatum

SSRI tramadol



http://www.tga.health.gov.au/adr/aadrb/aadr0502.htm

wort  cyclosporin

allium sativum

panax ginseng Ginkgo biloba
glucosamine vaccinium species
warfarin
ADRAC
AUSTL AUSTR
R ADRAC

2 Avoiding fetal abnormalities with isotretinoin
Isotretinoin

[“Accure’] [“Oratane’] [“Roaccutane’] isotretinoin

Isotretinoin
115 18% 23% 1
isotretinoin 5 52
ADRAC 1 3 isotretinoin
1 DOLV
Isotretinoin ADRAC 73
1 30
1
isotretinoin
isotretinoin
Pl
3 60
isotretinoin
isotretinoin

3

St. John's
SSRI  tramadol

warfarin

TGA

1

isotretinoin
1



isotretinoin

Isotretinoin

3 Bisphosphonates and osteonecrosis of the jaw

bisphosphonate ONJ
bisphosphonate
ONJ 2 99
ADRAC 9
[“Aredia”] [“Pamisol”] pamidronate / [ “Zometa” ]
zoledronate [“Fosamax”] alendronate  [“Actonel”] risedronate
82%
4 Statins contraindicated in pregnancy
ADEC Australian Drug Evaluation Committee [‘Lipitor’] atorvastatin

[‘Lescol’] [“Vastin’] fluvastatin [‘Pravachol’] pravastatin [‘Lipex’] [‘Simvar’] [‘Zocor’]
simvastatin category C category D
1

Category D:

10




EU EMEA
1. Press Release
Update from the European Medicines Agency on COX-2 inhibitors 2005/01/20

EMEA COX-2

COX-2 EMEA  Committee for
Medicinal Products for Human Use CHMP 1 18 3
celecoxib APC PreSAP Prevention of
Spontaneous Adenomatous Polyps
celecoxib [“Onsenal”]
APC Adenoma Prevention with Celecoxib PreSAP
[“Vioxx”] rofecoxib APPROVe Adenomatous Polyp Prevention on
Vioxx CHMP Pfizer
EU [“Onsenal”’]
COX-2 etoricoxib lumiracoxib parecoxib valdecoxib
CHMP 2 14 17

http://www.emea.eu.int/htms/hotpress/d2354705.htm

11


http://www.emea.eu.int/htms/hotpress/d2354705.htm

