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FDA
1. FDA MedWatch 2005/07/08
2005 Safety Alert: [“Cialis”] tadalafil [“Levitra®] vardenafil hydrochloride [“Viagra®]
sildenafil citrate
2005 [*Cialis”] tadalafil [“Levitra”]
vardenafil hydrochloride [“Viagra®] sildenafil citrate
FDA 3 [“Cialis™] tadalafil

[“Levitra®] vardenafil hydrochloride [“Viagra®] sildenafil citrate

NAION

NAION
NAION

[“Cialis’]  http://www.fda.gov/cder/drug/infopage/cialis/default.ntm

[“Levitra®] http://mww.fda.gov/cder/drug/infopage/vardenafil/default.htm

[*Viagra®]  http://www.fda.gov/cder/consumerinfo/viagra/viagra.htm
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#ED

tadalafil PDE5 cGMP-specific type 5 phosphodiesterase
2005/07/27
vardenafil PDE5 cGMP-specific type 5 phosphodiesterase
sildenafil PDE5 cGMP-specific type 5 phosphodiesterase


http://www.fda.gov/cder/drug/infopage/cialis/default.htm
http://www.fda.gov/cder/drug/infopage/vardenafil/default.htm
http://www.fda.gov/cder/consumerinfo/viagra/viagra.htm
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#ED
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2. FDA Public Health Advisory 2005/07/13
Suspended Marketing of [“Palladone”] hydromorphone hydrochloride, extended release
capsules

[“Palladone”] hydromorphone hydrochloride

FDA [“Palladone”] hydromorphone
hydrochloride Purdue Pharma
[“Palladone’] hydromorphone
hydromorphone

http://www.fda.gov/cder/drug/advisory/palladone.htm
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Duragesic
hydromorphone 2005/07/13

3. Alert for Healthcare Professionals 2005/07/15

Fentanyl Transdermal System marketed as [“Duragesic”]
Fentanyl [“Duragesic’]

FDA ALERT [07/2005]: Narcotic Overdose and Death

FDA fentanyl
2005 6

[“Duragesic’]

http://www.fda.gov/medwatch/SAFETY/2005/duragesic_ddl.pdf  Fentanyl

fentanyl

http://www.fda.gov/cder/foi/label/2005/19813s039Ibl.pdf
FDA FDA

FDA

Fentanyl
FDA
Fentanyl
Fentanyl
Fentanyl
Fentanyl


http://www.fda.gov/cder/drug/advisory/palladone.htm
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Duragesic
http://www.fda.gov/medwatch/SAFETY/2005/duragesic_ddl.pdf
http://www.fda.gov/cder/foi/label/2005/19813s039lbl.pdf
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Fentanyl

http://www.fda.gov/cder/drug/infopage/fentanyl/DuragesicPPl.pdf

Fentanyl
Fentanyl
fentanyl
Fentanyl
fentanyl Fentanyl
fentanyl fentanyl
fentanyl
fentanyl
cytochrome P450 3A4
FDA fentanyl
fentanyl
fentanyl /
fentanyl

[“Duragesic’]
FDA  fentanyl

fentanyl

http://www.fda.gov/cder/drug/InfoSheets/HCP/fentanylHCP.htm



http://www.fda.gov/cder/drug/infopage/fentanyl/DuragesicPPI.pdf
http://www.fda.gov/cder/drug/InfoSheets/HCP/fentanylHCP.htm
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3-1 FDA MedWatch 2005/07/08
2005 Safety Alert: [“Duragesic’] fentanyl transdermal system
2005 [“Duragesic”] fentanyl transdermal system
Janssen FDA [“Duragesic’] fentanyl /

http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Duragesic
http://www.fda.gov/medwatch/SAFETY/2005/duragesic_ddl.pdf
(fentanyl )

3-2 FDA Public Health Advisory 2005/07/15
Safety Warnings Regarding Use of Fentanyl Transdermal Skin Patches
Fentanyl
FDA fentanyl
fentanyl

public health advisory [“Duragesic’]

Fentanyl

Fentanyl

http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Fentanyl

4. CDER 2005/07/18
Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of July 18,
2005
2005 7 18
[“Invanz’] ertapenem [“Trileptal”]
oxcarbazepine [“Avapro’] irbesartan

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

5. FDA MedWatch 2005/07/18
2005 Safety Alert: [“Natrecor”] nesiritide
2005 [“Natrecor”] nesiritide
Scios  FDA [“Natrecor’]
nesiritide


http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Duragesic
http://www.fda.gov/medwatch/SAFETY/2005/duragesic_ddl.pdf
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Fentanyl
http://www.fda.gov/cder/pediatric/Summaryreview.htm
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[“Natrecor’]
nesiritide 30 30%
[“Natrecor’]
Scios nesiritide / 2 3
[“Natrecor’]
Scios nesiritide /

http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Natrecor?
http://www.fda.gov/medwatch/SAFETY/2005/natrecor2 DHCP.htm

nesiritide BNP brain natriuretic peptide

6. FDA Public Health Advisory 2005/07/19
Sepsis and Medical Abortion [“Mifeprex”] mifepristone

[“Mifeprex”] mifepristone

Danco Laboratories FDA 4
[“Mifeprex”] mifepristone
2003 9 2005 6 [“Mifeprex’]
mifepristone  misoprostol
2 Clostridium sordellii Clostridium
sordellii 2
[“Mifeprex”]200mg misoprostol 800mcg
49
1 [“Mifeprex”’]200mg 3  600mg
3 Misoprostol 200mcg><2
14
Misoprostol [“Mifeprex”]
FDA


http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Natrecor2
http://www.fda.gov/medwatch/SAFETY/2005/natrecor2_DHCP.htm
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Clostridium
sordellii /

1 /10
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Mifeprex
http://www.fda.gov/cder/drug/advisory/mifeprex.htm

http://www.mhlw.go.jp/houdou/2004/10/h1025-5.html HP

mifepristone
Phasell 1990/06 2004/11/25
misoprostol NSAID PGE;

7. FDA MedWatch 2005/07/01
Important Drug Warning Regarding [*Raptiva’] efalizumab
[“Raptiva’] efalizumab

Genentech FDA [“Raptiva’] efalizumab

18 [“Raptiva’]
2 [“Raptiva’]

[“Raptiva’] 4 6

http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Raptiva
http://www.fda.gov/medwatch/SAFETY/2005/raptiva_deardoc 071205.pdf

efalizumab IgG1 humanized monoclonal 1gG1 antibody



http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Mifeprex
http://www.fda.gov/cder/drug/advisory/mifeprex.htm
http://www.mhlw.go.jp/houdou/2004/10/h1025-5.html
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Raptiva
http://www.fda.gov/medwatch/SAFETY/2005/raptiva_deardoc_071205.pdf
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Health Canada
1. Public Advisory 2005/07/04
New Safety Information on the Use of [“Depo-Provera”] medroxyprogesterone acetate

suspension for injection, 150 mg IM associated with Bone Mineral Density Changes

[“Depo-Provera®] medroxyprogesterone acetate 150mg
Pfizer Canada Health Canada [“Depo-Provera’] medroxyprogesterone
acetate USP
/
[“Depo-Provera’] 2 25 35
12 18 [“Depo-Provera’]

[“ Depo-Provera’]
[“Depo-Provera’]

[“Depo-Provera’]

10 [“Depo-Provera’]
[“Depo-Provera’]
[“Depo-Provera’]
[“Depo-Provera’]
D

[“Depo-Provera’]

public advisory

[“ Depo-Provera’]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/depo-provera pa_ap e.html



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/depo-provera_pa_ap_e.html
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Important Safety Update: Potential effect of [“Depo-Provera”] medroxyprogesterone
acetate injectable suspension, USP on Bone Mineral Density BMD changes in adults and
adolescents 2005/07/07

[“Depo-Provera”] medroxyprogesterone
acetate USP BMD

Pfizer Canada [“Depo-Provera’]

[“Depo-Provera’] BMD

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/depo-provera 2 hpc-cps_e.html

medroxyprogesterone

2. Public Advisory 2005/07/07
Reminder: Canadian Requirements for White Blood Cell Monitoring for Patients Taking
[“Clozaril”] clozapine Tablets.
[“Clozaril”] clozapine
Novartis Pharmaceuticals Canada Health Canada
[“Clozaril’] clozapine

[“Clozaril”] clozapine

[“Clozaril*]
Novartis Pharmaceuticals Canada
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/clozaril 2 pa-ap _e.html
clozapine MARTA multi acting receptor targeted agents

2005/01/26

3. Advisory 2005/07/12
Health Canada advises consumers about important safety information on statins
Health Canada
[“Lipitor’] atorvastatin [“Zocor’] simvastatin [“Mevacor’] lovastatin  [“Lescol”’]
[“Lescol XL*] fluvastatin [“Pravachol”] pravastatin [“Crestor’] rosuvastatin
Health Canad


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/depo-provera_2_hpc-cps_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/clozaril_2_pa-ap_e.html

Vol.3 No.14 2005/07/28

Health Canada

gemfibrozil fenofibrate

http://www.hc-sc.gc.ca/english/protection/warnings/2005/2005_77.html
atorvastatin HMG-CoA
simvastatin HMG-CoA
lovastatin HMG-CoA
fluvastatin HMG-CoA
pravastatin HMG-CoA
rosuvastatin HMG-CoA

10


http://www.hc-sc.gc.ca/english/protection/warnings/2005/2005_77.html

4. Warning 2005/07/14
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Health Canada warns consumers not to use certain Ayurvedic medicinal products

Health Canada
Health Canada

Health Canada

Health Canada
Health Canada
NPN

DIN-HM

Health Canada

DIN

Karela tablets

Shriji Herbal Products

India

Karela capsules

Himalaya Drug Co

India

Karela capsules

Charantia

UK specifically batch #12011

Maha Sudarshan Churna powder

Zandu Pharmaceuticals

Mumbai India

Maha Sudarshan Churna powder

D & K Pharmacy

Bhavnagar India

Maha Sudarshan Churna powder | Chhatrisha Lalpur India
Maha Sudarshan Churna powder | Dabur India Ltd New Delhi India
SAFI liquid Hamdard-WAKF-Pakistan

SAFI liquid Hamdard-WAKF-India

Yograj Guggul tablets Zandu Pharmaceuticals Mumbai India
Sudarshan tablets Zandu Pharmaceuticals Mumbai India
Shilajit capsules Dabur India Ltd New Delhi India

11
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Boston 14
Journal of the American Medical Association JAMA
Health Canada 2006 3 3
http://www.hc-sc.gc.ca/english/protection/warnings/2005/2005_80.html

5. New safety information regarding the co-administration of [*Videx’] and [‘Viread’], and
either [‘Sustiva’] or [‘Viramune’] 2005/07/18

[“Videx”] didanosine ddlI [“Viread”] tenofovir disoproxil fumarate TDF
[“Sustiva’] efavirenz EFV [*Viramune”] nevirapine NVP
Bristol-Myers Squibb Canada Gilead Sciences [“Videx EC’] didanosine
ddl EC [“Viread”] tenofovir disoproxil fumarate TDF
[“Sustiva’] efavirenz EFV [“Viramune’] nevirapine NVP

Tenofovir DF didanosine

didanosine Didanosine
investigator-sponsored CD4
HIV didanosine
tenofovir DF NNRTI
didanosine tenofovir DF efavirenz
nevirapine HIV
didanosine  efavirenz tenofovir  efavirenz
didanosine tenofovir DF didanosine
40 60% didanosine
didanosine [“Videx
EC”] [*Viread’] [“Videx EC7]
didanosine
60kg 60 mL/ HIV
300mg tenofovir DF didanosine EC 250mg
60kg 60 mL/ didanosine EC  200mg

12


http://www.hc-sc.gc.ca/english/protection/warnings/2005/2005_80.html
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[“Videx”] didanosine

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/videx viread hpc-cps e.html

didanosine ddl

tenofovir TDF

efavirenz EFV

nevirapine NVP

TGA

NZ MEDSAFE
1. Prescriber Update Vol.26 No.1 2005/06
Prescribing restrictions for all COX-2 inhibitors
COX-2
4 29
Prescriber Update 6
Medicines Adverse Reactions Committee MARC
COX-2
[“Celebrex”] celecoxib [“Arcoxia’] etoricoxib
meloxicam [“Dynastat”] parecoxib
Medsafe
Medsafe

[“Bextra’] valdecoxib 6

http://www.medsafe.govt.nz/hot/DHCPFaxApril05.htm

13

NRTI
NRTI
NNRTI
NNRTI
2005/04/29
COX-2
COX-2

[“Prexige”] lumiracoxib

9 MARC

5
[ “ Mobic”]


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/videx_viread_hpc-cps_e.html
http://www.medsafe.govt.nz/hot/DHCPFaxApril05.htm

http://www.medsafe.govt.nz/profs.htm

celecoxib COX-2
etoricoxib COX-2
lumiracoxib COX-2
2005/07/27
meloxicam COX-2
parecoxib COX-2
valdecoxib COX-2
2005/04/07
EU EMEA

Vol.3 No.14 2005/07/28

2005/04/11

2005/01/26

Phasell

2005/01/13
Phase 11/111 2005/04/21

14


http://www.medsafe.govt.nz/profs.htm

