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Health Canada
1. Warning Health Canada advises consumers not to use the products containing Aristolochic Acid
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Health Canada 1999 11 aristolochic acid
EU aristolochic acid
Health Canada aristolochic acid
Canadian Border Services Agency
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aristolochia
aristolochic acid
Aristolochia Avristolochic Acid Mu Tong
Stephania Menispermum Cocculus
Diploclisia Sinomenium Akebia
Clematis Saussurea Vladimiria
Asarum Bragantia

Aristolochia birthwort Virginia snakeroot asarum wild ginger

bragantia apama thottea
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Aristolochic Acid

"Hoi Ping Pai" Refined Sanshetan Chuanpeimo

Guangzhou Qixing Pharmaceutical Co. Ltd.

Hua Tan Cough Capsules

Guangzhou Zhongyi Pharmaceutical Company
Limited

Herba Asari

Purapharm Nanning Pharmaceuticals Co. Ltd.

Yishen Juanbi Wan

Jackson Industrial

Chaisentomg Nasal

Chaisentomg Pharmaceutical Factory Ltd.

Fu Zhi Ling

Man's Cheung Hong

San Bi Tang-Joint Formula

Purapharm Nanning Pharmaceuticals Co. Ltd.

Chinese Medicine Nasal Rescue

Wai Yuen Tong Medicine Co., Ltd.

Rheumatic Pills

Lee Hoong Kee Limited

Pak Fung Pills

Lee Hoong Kee Limited

Shunai Zhike Huatan Wan

Beijing Tong Ren Tang Hong Kong Medicine
Management Limited

Hay Fever Killer

Tung Tak Tong Chinese Medicine MFG. Co., Ltd.

Minor Blue Dragon Combination

ACE Pharmaceuticals HK Limited

Ling Kan Chiang Wei Hsin Jen Tang Extract
Granules

Sun Ten Pharmaceutical Co., Ltd.

Ma Huang Fu Tzu His Hsin Extract Granules

Sun Ten Pharmaceutical Co., Ltd.

Pu Fei E Jiao San Extract Granules

Sun Ten Pharmaceutical Co., Ltd.

Song Dan Segan Pills

Henan Shizhen Medicines Products Co., Ltd.

Gentiana Combination

ACE Pharmaceuticals HK Limited

Du Zhong Jin Gu Bi Tong Wan

Ming Wah Company

Chui Fong Tou Ku Wan

Po Wo Tong Medicine Factory Ltd.

So Hop Pills

Ma Pak Leung Co., Ltd.

http://www.hc-sc.gc.ca/english/protection/warnings/2004/2004 43.htm

http://www.hc-sc.gc.ca/english/pdf/warnings/chinese-2004-43.pdf

2. Health Canada Endorsed Important Safety Information on [“Rituxan”] rituximab 2004/07/30

Health Canada [“Rituxan’] rituximab

Subject: Possible Association of [“Rituxan”] rituximab with Hepatitis B Reactivation

[“Rituxan”] rituximab B

Hoffmann-La Roche Health Canada

[‘Rituxan’] rituximab

[‘Rituxan’] CD cluster of
differentiation 20 B CD20
B CHOP cyclophosphamide doxorubicin vincristine
prednisone 50

[‘Rituxan’] Hoffmann-La Roche [‘Rituxan’]
HBV B [‘Rituxan’]

HBV [‘Rituxan’]
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B
HBV
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B [‘Rituxan’]
HBV
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http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/rituxan 2 _hpc_e.html
Rituximab Genetical Recombination CD20
2004 7 30 Health Canada Public Advisory *“Health Canada Endorsed Important

Safety Information on [“Rituxan”] rituximab

http://www.hc-sc.gc.ca/english/protection/warnings/2004/2004 38.htm
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Australian Adverse Drug Reactions Bulletin Vol.23 No.4 2004 8
http://www.tga.health.gov.au/adr/aadrb/aadr0408.htm

1 Cardiac valvulopathy with pergolide
Pergolide
[“Permax’] pergolide
Pergolide pergolide
78 26 33%



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/rituxan_2_hpc_e.html
http://www.hc-sc.gc.ca/english/protection/warnings/2004/2004_38.htm
http://www.tga.health.gov.au/adr/aadrb/aadr0408.htm
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Pergolide 3,000g 18
Pergolide
20
/ pergolide
P=0.02 6 pergolide
2 pergolide 6
Pergolide

Methysergide ergotamine

fenfluramine dexfenfluramine 1997

pergolide
Fenfluramine dexfenfluramine pergolide
5-HTys
ADRAC pergolide
[“Cabaser”] [“Dostinex”] cabergoline
ADRAC ADRAC
pergolide cabergoline
Pergolide
pergolide
pergolide
Pergolide Mesilate D; D,

2 Clopidogrel - haemorrhage and haematological disorders

Clopidogrel —

[“Plavix”] [“lsocover”] clopidogrel

aspirin
7 2003 1,300 PBS Pharmaceutical Benefits

Scheme
ACRAC clopidogrel 28% 460

130 27 clopidogrel 27 clopidogrel

aspirin 1 63 48%

NSAIDs  clopidogrel 130
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CAPRIE clopidogrel 9.3%

MATCH
clopidogrel  aspirin 1.3%
P<0.001 ADRAC
3
3 19% 1
ADRAC 80 clopidogrel
2 [*Ticlid’] [“Tilodene’] clopidogrel ticlopidine
PBS ticlopidine  clopidogrel
ADRAC
TPP 1
TPP ticlopidine clopidogrel
clopidogrel
141
clopidogrel
Clopidogrel Sulfate
2004/04/19
1 Clopidogrel
Clopidogrel 27 1
Clopidogrel aspirin 27 1
Clopidogrel 1 * 25 4
Clopidogrel * 63 12
130 18
NSAIDs
2 Clopidogrel ticlopidine
Clopidogrel Ticlopidine
14 26
4 22
4 6
42 19
4 5
1 2
19 4
460 181
PBS 100 4 0.16

15%

2.6%



3 Pulmonary toxicity with long-term nitrofurantoin
Nitrofurantoin

[“Macrodantin”], [“Furadantin®],[* Ralodantin] nitrofurantoin

nitrofurantoin 2004
5 12 nitrofurantoin 122,000 PBS
ADRAC nitrofurantoin 576
142 25% 1995 ADRAC 46
40 X CT
7 1 70
47 90 Nitrofurantoin 50 300 mg/ 1
50 100mg 50mg/ 8
16 12
2
Nitrofurantoin 6

nitrofurantoin

Nitrofurantoin

4 Tramadol-warfarin interaction
Tramadol  warfarin
[“Tramal”] [“Zydol’] tramadol [“Coumadin®] [“Marevan’] warfarin
ADRAC INR

11 warfarin tramadol 4 3
7 6 1 5 warfarin

tramadol 1 4 76 88 2

1 INR 5.0 6 tramadol  warfarin

Tramadol warfarin 4 Tramadol
Tramadol

Boeijinga phenprocoumon warfarin 19

tramadol INR Tramadol



19 2 INR6.0 7.3

INR
tramadol 4,200 PBS tramadol-warfarin 11
tramadol 827
Warfarin tramadol 1 INR

Tramadol Hydrochloride

EU EMEA
1. Committee for Medicinal Products for Human Use 1-3 June 2004 Plenary Meeting Monthly
Report 2004/06/11

CHMP 6 2004 6 1-3
CHMP 1 2004 6 1 3 Dr Daniel
Brasseur Dr Eric Abadie
CHMP  CPMP CHMP EU
1 1 1
1
5 1 EU 10

[‘Apidra’] insulin glulisine Aventis Pharma Deutchland GmbH

EMEA 2003 6 23 215 2004 6 3

[‘Aldra’] imiquimod Laboratories 3M Sante

[‘Aldra’]
1998 9 18 EU EC
EPAR
http://www.emea.eu.int/pdfs/human/press/pr/040904en.pdf
Insulin Glulisine Genetical Recombination
Imiquimod immune response modifier IRM Phase 11

2004/08/12


http://www.emea.eu.int/pdfs/human/press/pr/040904en.pdf

2. Committee for Medicinal Products for Human Use 22-23 June 2004 Plenary Meeting Monthly

Report 2004/07/06

CHMP 6 2004 6 22-23
CHMP 2 6 22 23
6
[‘Angiox’] bivalirudin The Medicines Company UK Ltd
EMEA 2003 18
176
[‘Alimta’] permetrexed Eli Lilly Nederland B.V.
EMEA 2003 8 18 197
[‘Protelos’] [‘Osseor’] strontium ranelate Les Laboratories Servier
EMEA 2003
7 21 194
[‘Raptiva’] efalizumab Serono Europe Ltd
EMEA 2003 2 24 185
[‘Wilzin’] zinc acetate dehydrate Orphan Europe SARL
EMEA 2003 3 24 195 [‘Wilzin’] 2001
7 31 CHMP 18
EU 2

[‘Mabthera’] rituximab Roche Registration Ltd
CVP cyclophosphamide vincristine prednisolone
[‘Mabthera’] 1998 6 2 EU
[‘Prevenar’] pneumococcal conjugate vaccine
SA 2 5
EU
EC

http://www.emea.eu.int/pdfs/human/press/pr/065104en.pdf

Bivalirudin thrombin inhibitor

Permetrexed multitargeted antifolate

Wyeth-Lederle Vaccines
[‘Prevenar’] 2001 2 2

EPAR

Strontium Ranelate bone formation stimulant bone resorption inhibitor

Phase Il 2004/08/12
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http://www.emea.eu.int/pdfs/human/press/pr/065104en.pdf

Efalizumab IgG1

Zinc Acetate Dehydrate

Rituximab Genetical Recombination

Pneumococcal 7-valent Conjugate Vaccine

Prescrire

Tacrolimus ointment Too many unknowns

Tacrolimus
Tacrolimus Streptomyces tsukubaensis
2 0.1% 0.03%
2
Tacrolimus
3 0.03% 0.1% 0.3% tacrolimus
2 0.03% 0.1%  tacrolimus
0.1% 0.03%
Index tacrolimus  0.1%
hydrocortisone acetate
tacrolimus0.03% 1 2 1 1

hydrocortisone acetate
EMEA
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humanized monoclonal IgG1 antibody

CD20

0.03%

2 tacrolimus

EASI Eczema Area and Severity
0.03% v

EASI Eczema Area and Severity Index

hydrocortisone acetate



tacrolimus

0.1% 0.03%
12
QOL
QOL tacrolimus 2
tacrolimus QOL QOL 0.1%
Tacrolimus
Tacrolimus
tacrolimus
50%
tacrolimus
Tacrolimus 4 Tacrolimus
uv
tacrolimus tacrolimus
tacrolimus

1 Prescrire International June 2004 13 71 86-89.

http://www.prescrire.org/index.php

Tacrolimus Hydrate
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