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1. Press Statement 2005/06/10

Non Steriodal Anti Inflamatory Drugs

NSAID
BMJ NSAID COX-2
ibuprofen MHRA
COX-2 CsMm
NSAID
CsMm CsSM
Ibuprofen

ibuprofen

http://www.mhra.gov.uk/news/press nsaids 100605.pdf

http://www.mhra.gov.uk/news/news.htm

FDA
1. FDA MedWatch Web 2005/06/10 2005/03
Important Changein [“Sustiva’] efavirenz Packagelnsert Changefrom Pregnancy
Category CtoD
[“Sustiva’] efavirenz C D
Bristol-Myers Squibb HIV-1 [“Sustiva’] efavirenz
[“Sustiva’] Category
C Category D
1 [“Sustiva’]
4 3
1 [“Sustiva’] 1
[“Sustiva’]
1 [“Sustiva’]


http://www.mhra.gov.uk/news/press_nsaids_100605.pdf
http://www.mhra.gov.uk/news/news.htm
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1 [“Sustiva’]
[“Sustiva’]
efavirenz / 20 3
20 0 efavirenz 60mg/kg 600mg/
20 150 1
1 1 Efavirenz
[“ Sustiva’]600mg/
AUC
[ “ Sustiva’]1600mg/
AUC efavirenz
[“Sustiva’]
Efavirenz 206 207
1 1
188 5 2 3
13
3
4 4
1 efavirenz [“Sustiva’]
efavirenz

http://www.fda.gov/medwatch/SAFETY /2005/Sustiva DHCPI etter-061005.pdf
http://www.fda.gov/medwatch/SAFETY /2005/saf ety 05.htm#Sustiva
efavirenz EFV NNRTI

Health Canada
1. Warning 2005/06/07
Health Canada war ns consumer s not to use human growth hormone drug called [*GHR-157]
Health Canada [*GHR-157]
Health Canada [‘GHR-157] GHR


http://www.fda.gov/medwatch/SAFETY/2005/Sustiva_DHCPletter-061005.pdf
http://www.fda.gov/medwatch/SAFETY/2005/safety05.htm#Sustiva
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[*GHR-157] hGH
BIE Health Products

[*GHR-15"]
Health Canada
[*GHR-157]
[*GHR-157]
/
Health Canada
[*GHR-157]
[‘GHR-157]
Health Canada CBSA Canada Border
Services Agency Customs Alert
Health Canada
Health Canada
8 DIN Drug ldentification Number NPN Natural Product
Number DIN-HM DIN-Homeopathic Number

http://www.hc-sc.gc.calenglish/protecti on/warnings/2005/2005 55.html

2. Important dosage and administration information for thetransition from [“Refludan?]
lepirudin to oral anticoagulation when [“Refludan”] has been used totreat HIT heparin
induced thrombocytopenia 2005/06/09

HIT [“Refludan®] lepirudin
Berlex Canada Health Canada [“Refludan’] lepirudin
[“Refludan’] HIT


http://www.hc-sc.gc.ca/english/protection/warnings/2005/2005_55.html
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[*Refludan’] ACS ACS
ST ACS [*Refludan’]

ASA acetyl sdicilic acid aspirin

HIT

HIT [“Refludan’]

Coumarin
Coumarin
[“‘Refludan®] 4 5 INR
Coumarin HIT
K coumarin

coumarin-induced hypercoagul ability
lepirudin 1

[“Refludan’]

2005 4 25
“[“Refludan’] INR/
aPTT
INR 0.14
aPTT INR
[“Refludan’] 2 [“Refludan’]
INR
[“Refludan’] coumarin K
coumarin
Coumarin
4 5
INR
http://www.hc-sc.gc.calhpfb-dgpsa/tpd-dpt/refludan_nth-ah 2_e.html
lepirudin 1996/02 2005/05/26


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/refludan_nth-ah_2_e.html
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/refludan_nth-ah_2_e.html
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TGA
Australian Adverse Drug Reactions Bulletin Vol.24 No.3 2005/06/01
http://www.tga.health.gov.au/adr/aadrb/aadr0506.htm

1 Acne, isotretinoin and suicidality
isotretinoin

‘Accure ‘Oratane ‘Roaccutane’  isotretinoin
isotretinoin
ADRAC 13 40 18
21 2 1 Coronial
Investigation

isotretinoin isotretinoin

isotretinoin

isotretinoin

| sotretinoin isotretinoin

isotretinoin

Consumer Medicine Information

isotretinoin

1 Avoiding fetal abnormalities with isotretinoin. Aust Adv Drug Reactions Bull 2005;24:3.

6


http://www.tga.health.gov.au/adr/aadrb/aadr0506.htm
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2 Jck SS, Kremers HM, Vasilakis-Sacramozza C. Isotretinoin use and risk of depression,
psychotic symptoms, suicide and attempted suicide. Arch Dermatol 2000;136:1231-6.

3 Hersom K, Neary MP, Levaux HP, Klaskala W, Strauss JS. Isotretinoin and antidepressant
pharmacotherapy: a prescription sequence symmetry analysiss J Am Acad Dermatol
2003;49:424-32.

isotretinoin

2 Genitourinary symptomswith reboxetine

Reboxetine
['Edronax’] reboxetine
ADRAC reboxetine 130 5
41
26
6
3% 4.6% !

ADRAC 22 7

4 10
2 1.3%
1.6% !
reboxetine

['Sanorex’] mazindol
Reboxetine

1 Edronax, Australian Product Information, Pharmacia Australia Pty Ltd. 1 Sep 2004
2 McEwen J. Meyboom RH. Testicular pain caused by mazindol. Brit Med J 1983;287:1763-4.
reboxetine NARI/NRI selective noradrenalin reuptake inhibitor

3 Themultipletoxicities of amiodarone

Amiodarone
Amiodarone
PBS Pharmaceutical Benefits Scheme restricted
benefit 1995
150,000 2002 2004 430,000/ !
Amiodarone 110
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ADRAC amiodar one

212 8
195 24
94 4
81

29

28

27

18
809 46

2002 ADRAC amiodarone
3

Amiodarone
Metoprolol candesartan aspirin atorvastatin risedronate

amiodarone 200 mg/ 6

45

Amiodarone

amiodarone Amiodarone

amiodarone

256 2

1 Hedth Insurance Commission. Pharmaceutical BenefitSchedule Item Statistics. Internet:
8
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http://www.hic.gov.au/statistics/dyn_pbs/forms/pbs tabl.shtml accessed 10May 2005

2 Cordarone X, Australian Product Information, Sanoffi-Synthelabo Australia Pty Ltd. 22 Oct
2003.
ADRAC. Amiodarone and pulmonary toxicity. Aust Adv Drug React Bull 2002; 21 2.
Jessurun GAJ, Crijns HIG. Amiodarone pulmonary toxicity. Brit Med J 1997;314:619-20.

5 Kanji Z, Sunderji R, Gin K. Amiodarone-induced pulmonary toxicity. Pharmacotherapy
1999;19:1463-6.

amiodarone

4 Antidepressantsin children and adolescents

Royal Australian and New Zealand College of

Psychiatrists Roya Australasian College of Physicians Royal Australian College of General
Practitioners
ADRAC 2004 10 15

http://www.ranzcp.org/publicarea/pracguid.asp

http://www.tga.gov.au/adr/adrac_ssri.htm

5 Pimecrolimus, skin cancer and lymphoma
Pimecrolimus
FDA ‘Elidel’  pimecrolimus
10 !
‘Elidel’ ‘Elidel’

ADRAC ‘Elidel’

1 Pimecrolimus. Alert for healthcare professionals. FDA, 30 Mar 2005. Internet:
http://www.fda.gov/cder/drug/InfoSheetsHCP/elidelHCP.htm  accessed 10 May 2005
pimecrolimus
Phasel | 2005/01/26



http://www.hic.gov.au/statistics/dyn_pbs/forms/pbs_tab1.shtml
http://www.ranzcp.org/publicarea/pracguid.asp
http://www.tga.gov.au/adr/adrac_ssri.htm
http://www.fda.gov/cder/drug/InfoSheets/HCP/elidelHCP.htm
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NZ MEDSAFE
1. Prescriber Update Articles 2005/06

Syncope and Dementia Treatment - Catching the Falls

AChE

AChE

AChE
AChE
AChE [“Aricept”] donepezil [“Reminyl’] galantamine
[“Ebixa’] memantine [“Exelon’] rivastigmine
AChE

AChE

12
AChE
donepezil
AChE
Donepezil 5 77

Rivastigmine 73 1

Donepezil 63 donepezil

AChE

30%

10
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10

memantine 2% donepezil 2%
rivastigmine 0.1 1% galantamine 0.01 0.1% 114 AChE
2 10
AChE
11 14 AChE
AChE e
digoxin neostigmine
succinylcholine pyridostigmine 12 14 donepezil P450
3A4 2D6 ketoconazole itraconazole erythromycin quinidine
fluoxetine 12 donepezil
AChE
12 14
AChE

1 Bonner LT, Peskind ER. Pharmacologic treatments of dementia. The Medical Clinics of North
America 2003;86:657-674.

2 Gauthier S. Cholinergic adverse effects of cholinesterase inhibitors of Alzheimers disease. Drugs
Aging 2001;18 11 :853-862.

3 Newby VJ, Kenny RA, McKeith I1G. Donepezil and cardiac syncope: case report [Letter].
International Journal of Geriatric Psychiatry 2004;19 11 : 1110-1112.

4 Bordier P, Garrigue S, Barold SS, et a. Significance of syncope in patients with Alzheimer's

disease treated with cholinesterase inhibitors. Europace 2003;5 4 :429-431.

Springuel P. Donepezil: suspected adverse reactions. Canadian Adverse Drug Reaction

(&)

11
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Newsletter 1998;8 3 :3-4.

6 Paleacu D, Mazeh D, Mirecki I, et a. Donepezil for the treatment of behavioural symptomsin
patients with Alzheimer's disease. Clinical Neuropharmacology 2002;25 6 :313-317.

7 Greenberg SM, Tennis MK, Brown LB, et a. Donepezil therapy in clinical practice. Arch Neurol
2000;57:94-99.

8 OBrienJ, AmesD, BurnsA Eds . Dementia 2nd Edn. 2000: London, p. 691.
Kasper DL, Braunwald E, Fauci AS, et a Eds . Harrison's Principles of Internal Medicine 16th
Edn. 2005: The McGraw-Hill Companies Inc, United States of America on-line version
accessed

10 McLaren AT, Allen J, Murray A, et a. Cardiovascular effects of donepezil in patients with
dementia. Dement Geratr Cogn Disord 2003;15:183-188.

11 Pfizer Laboratories Ltd. Aricept data sheet. 26 February 2003.

http://www.medsafe.govt.nz/profs/Datasheet/a/Aricepttab.htm

12 NovartisNew Zeadand Ltd. Exelon data sheet. 10 July 2002.

www.medsafe.govt.nz/profs/Datasheet/e/Exel oncap.htm

13 Janssen-Cilag Pty Ltd. Reminyl data sheet. 4 January 2005.

www.medsafe.govt.nz/profs/Datasheet/r/Reminyltab.htm

14 Hedthcare Logistics. Ebixa data sheet. 30 March 2004.

www.medsafe.govt.nz/profs/Datasheet/e/Ebixatabsoln.htm

http://www.medsafe.govt.nz/Profs/PUarti cles/syncope.htm

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

donepezil

galantamine
2005/04/04
memantine NMDA
Phase 1l 2005/01
rivastigmine
Phase | 2005/06/22

2. Prescriber Update Articles 2005/06

Counterfeit Medicines - Don't Fake Concern

12


http://www.medsafe.govt.nz/profs/Datasheet/a/Aricepttab.htm
http:// www.medsafe.govt.nz/profs/Datasheet/e/Exeloncap.htm
http:// www.medsafe.govt.nz/profs/Datasheet/r/Reminyltab.htm
http://www.medsafe.govt.nz/profs/Datasheet/e/Ebixatabsoln.htm
http://www.medsafe.govt.nz/Profs/PUarticles/syncope.htm
http://www.medsafe.govt.nz/profs.htm
http://www.medsafe.govt.nz/profs.htm
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FDA
2000 20 b 2004 FDA 58
[“Viagra’] sildenafil  [“Zyprexa’] olanzapine ®
[“Lipitor’] atorvastatin  epoetin afa [“Procrit”] !
2004 [“Cialis’] tadalafil 4
[“Reductil’] sibutramine
5
6 5 7%
40 50% 4
NSAID
7
/
3
/

Medsafe
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medical indemnity organization New Zedand
Medical Council
www.mcnz.org.nz/portal §/1/Gui dance/| nternet%20qgui deli nes-revised2001. pdf

Pharmaceutical
Society of New Zeadland Inc

http://psnz.wwwO-w2k3.net24.net.nz/public/home/internet_accreditation/l ntro.aspx

1 Food and Drug Administration, United States of America. Protecting consumers from counterfeit
drugs. FDA Consumer 2004 May-June ;38 3 :12.

2 Food and Drug Administration. Combating counterfeit drugs: A report of the Food and Drug
Administration annual update 18 May 2005 .

14


http://www.mcnz.org.nz/portals/1/Guidance/Internet guidelines-revised2001.pdf
http://psnz.www0-w2k3.net24.net.nz/public/home/internet_accreditation/Intro.aspx
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www.fda.gov/oc/initiatives/counterfeit/update2005.html
3 Rudolf PM, Bernstein IB. Counterfeit drugs. N Engl JMed 2004;350 14 :1384-1386.
4 Gibson L. Drug regulators study global treaty to tackle counterfeit drugs. BMJ 2004;328
7438 :486.
5 Medicines and Healthcare Products Regulatory Agency MHRA , United Kingdom. Drug Alert
- Patient level recall for counterfeit Reductil capsules 2 September 2004 .
http://medicines.mhra.gov.uk/ourwork/monitorsaf equal med/def medsrepcen/reductil %5F2904. pdf

6 World Health Organisation. Substandard and counterfeit medicines - fact sheet no. 275
November 2003. www.who.int/mediacentre/factsheets/fs275/en/
7 Medsafe. Warnings about various herbal products and traditional Chinese medicines.

www.medsafe.govt.nz/hot/herbal contents.htm
8 Food and Drug Administration. Consumer education: Counterfeit medicine 10 September

2004 . www.fda.gov/cder/consumerinfo/counterfeit text.htm
9 Lowe P. Combating counterfeit medicines - an International Chamber of Commerce

Counterfeiting Intelligence Bureau Perspective United Kingdom . Presentation at the
pre-ICDRA Satellite Workshop on Counterfeit Medicines 13-14 February 2004 held in Madrid,
Spain.

http://www.medsafe.govt.nz/Profs/PUarticles/counterfeit.ntm

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

EU EMEA

15


http://www.fda.gov/oc/initiatives/counterfeit/update2005.html
http://medicines.mhra.gov.uk/ourwork/monitorsafequalmed/defmedsrepcen/reductil%5F2904.pdf
http://www.who.int/mediacentre/factsheets/fs275/en/
http://www.medsafe.govt.nz/hot/herbalcontents.htm
http://www.fda.gov/cder/consumerinfo/counterfeit_text.htm
http://www.medsafe.govt.nz/Profs/PUarticles/counterfeit.htm
http://www.medsafe.govt.nz/profs.htm

